IEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Seroquel XR 50 mg diokia wopateTapévng amodEcUeEVog

Seroquel XR 150 mg diokio TOpATETAUEVIG ATOOEGUEVCTG
Seroquel XR 200 mg diokio TOPATETAUEVIG ATOOEGUEVCTNG
Seroquel XR 300 mg diokio TOPATETAUEVIG ATOOEGUEVCTG
Seroquel XR 400 mg dioKio TOPATETAUEVIG ATOOEGUEVCTG

2. MOIOTIKH KAI MOXOTIKH XYNOEXH

To Seroquel XR 50 mg nepiéyel S0 mg quetiapine (¢ quetiapine fumarate).

To Seroquel XR 150 mg mepiéyet 150 mg quetiapine (o¢ quetiapine fumarate).
To Seroquel XR 200 mg nepiéyel 200 mg quetiapine (w¢ quetiapine fumarate).
To Seroquel XR 300 mg nepiéyel 300 mg quetiapine (w¢ quetiapine fumarate).
To Seroquel XR 400 mg mepiéyel 400 mg quetiapine (w¢ quetiapine fumarate).

"Exdoya pe yvoot dpdon:

To Seroquel XR 50 mg mepiéyet 119 mg Aaxtoln (dvodpn) avd diokio.
To Seroquel XR 150 mg mepiéyel 71 mg Aoaktoln (dvudpn) ava diokio.
To Seroquel XR 200 mg mepiéyel S0 mg Aaktoln (dvudpn) avd diokio.
To Seroquel XR 300 mg nepiéyel 47 mg Aaktoln (dvudpn) ava diokio.
To Seroquel XR 400 mg mepiéyetl 15 mg Aoaktdln (dvudpn) ava diokio.

Mo tov mApn KoTdhoyo TV ekdoywV, PA. Topdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
AloKio TOPATETAPEVIC OTOOEGLEVGONG

Ta dwoxia Seroquel XR 50 mg givar xpdpoatog podakivi kot pEPOVY TNV pio TAELPA TO
otoyyeia “XR 50”.

Ta diokia Seroquel XR 150 mg givat ypduatog AevKod Kot pEPOVY TNV Uio TAELPA Ta
otoyeia “XR 150”.

Ta dwokia Seroquel XR 200 mg givar ypdpotog Kitptvou kot EPOVV otV pio TAELPE T
otoryeio “XR 200”.

Ta diokia Seroquel XR 300 mg givat ypdUATOG VTOKITPIVOL Kot pEPOVY GTNV pio TAELPA
ta otoryeia “XR 3007

Ta dokia Seroquel XR 400 mg sivor xp®dUATOG AEVKOD Kot GEPOLV GTNV i TAEVPA TOL
otoyeia “XR 400”.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTiKég evoEiEelg

To Seroquel XR evoeikvotar otnyv:
o Oepaneio g oyloppévelog

o Oepameio TG SMOMKYG dSloTapoyng:

o I'a ™ Bepaneia Tov peTplov £0¢ GoPupOY HAVIOK®DV ENELGOOIOV 6T TANICLOL
NG OUTOAKNG SL0TaPAYNC
o INa v Bepaneia Tov pelldvov KaTaOMTTIKOV ENEG0dIMV 0T0 TANIGLO TNG

SUTOMKNG SLTOPOYNG



o I'a v TpdANYN TG LITOTPOTNG LOVIAKMV 1] KOTOOMATIKOV ENEIGOOIMV OE
acOeveic pe SuToAky dlaTapayr Ol 0TOi0L TPONYOLUEVMG ElYOV avTamokplOel
ot Bepomeio pe quetiapine.

. emmpodcOetn Bepaneia twv peElOVOV KaTabOMITIK®OV enelcodinv o acbeveic pe
MeiCova Katablmtikn Atotapayr mov elyov KatdTePT TOV PEATIOTOV AVTATOKPION
ot povoBepameio pe avtikatabimticd (A, mapdypapo 5.1). Ilpwv v évapén g
Bepamneiog, ot KAvikol wtpol mpémet va eEetdalovv To TPoPih acpdieiag Tov Seroquel
XR (BA. mapaypago 4.4).

4.2  Aocoloyio kau TpOTOG YOPYNONG

Yrdpyovv S10popeTikd 00GOAOYIKA GynoTa Yo KOs £vOEIEN. Q¢ €K TOVTOVL TPEMEL VL
Stuopariletar 6t or acBeveilc Aappdvovv Eexabapeg TANPoPopieg avapopikd e Tnv
KOTAAANAT d0GOAOYIN Y10 TNV KOTAGTAGT TOVG,.

To Seroquel XR mpémet va yopnyeitan pio opd tnv nuépa, yopig tn Aqym tpoenc. Ta
dtokio TPEMEL Vo KATamivovToLl OAOKAN PO KOt Va, Unv KOBovtal, Hootovtol 1
Opvppatiovror.

Evnlixec

Lo v Oepameio ¢ oyiloppéveiog Kar TV UETPIWY EWS OOLOPOV UAVIOKDY ETELTOJLMV
0T OITOMKH OL0TOPOYT

To Seroquel XR mpénetl va yopnyeitor TovAdyiotov pio dpa wpwv to yeopa. H nuepnoia
doon katd v Evapén g Oepamneiag eivor 300 mg v 1n nuépa ko 600 mg v 21 nuépa.
H ocvvietopevn nuepniota 06on givor 600 mg @oTdc0 v aitlohoyeital KAIKA 1) 0o
umopet va avéndet péypt ta 800 mg v nuépa. Avéroya pe TV KAVIKY amOKpLomn KoL TV
avoyn kéBe acBevovg, n 06on Tpénetl va TPocaproleTal EVTOS TOL OTOTEAECLUATIKOD
€0povg d86cemV, Tov Kupaivetar amd 400 £mg 800 mg/Mmuépa. I'a v Bepaneia cuvtipnong
ot oylloppéveln dev amatTeiTOL TPOGAPLUOYT TNG d0G0A0YING.

T v Gepaneio twv usilovov kotablntikdy encicodiov oty dimolixn diotopoyn

To Seroquel XR npémetl va yopryeitatl mpwv v Ppadivi katdkAiion. H cuvolkn nuepiota
doom 1 Tig TpdTES TEGGEPIS NUEPES TG Bepaneiog elvar 50 mg (1n nuépa), 100 mg (2n
nuépa), 200 mg (3n nuépa), kot 300 mg (4n nuépa). H suvictdpevn nuepnoia doon givar
300 mg. Xe Khvikég pueAétec, dev mapotnpiinke emmpocheto 0Qe0g 6TV OGO TOV
AdpBove 600 mg og oOyKpion pe v opdda mov Adupave 300 mg (BA. Tapdypogo 5.1).
Mepovopévor acbeveic pmopel va wpeAndovv amd v door twv 600 mg. Adoelg
peyodutepeg amd 300 mg wpémet va opyilovv vo xopnyouvTal amd YTpovg ToL EXOVV
eunepia otn Bepomeio e dmolikng dratapayns. Ze pepovopuévoug aobeveis, oe oyéon pe
™V avoyn, ol KAVIKEG peaéteg Exovv dgilel 0T umopet va eEetaotel peimwon g 66ong o€
éva eldyioto 200 mg.

T v mpoinyn vrotporng oty dimodikn dLaTopoyn

[N v TpdAnyn VIOTPOTNG LOVIOKDVY, IKTAV 1) KATAOAMITIKOV EXEGOOIOV OTN SUTOAKN
dwatapoyn, acbeveic mov £xovv avtanokpifel oto Seroquel XR yia o&eia Oepameio g
SmoOMKNG datapoyng TPEmeL vo cuveyicovy to Seroquel XR atnv id1a d6om yopryoduevn
pw N Ppadivh katdihion. H d6om tov Seroquel XR propet va mpocappoctel avéioyo pe
TNV KMVIKT atdKpLon Kot ovoyn Tov Kabe as0evoig eviodg Tov €0povg d0GEMV, TOL
rkopaivetar omd 300 £ 800 mg/muépa. Eivar onuovtikd n yopunAdtepr omoTeEAECUATIKN
d6om va ypnoomoteiton yo v Bepaneio cuveipnone.

To emmpooletn Ospareio twv uellovwv katablintikwy eneioodiny oe Meilovo,
Karoblirrikn Avazopoyn



To Seroquel XR npémetl va yopryeital mpv tnv voytepivi katdkion. H nuepnota d6om
Katd v Evapén g Oepameiag eivor S0 mg v 1n kot 2n nuépa, kot 150 mg v 31 kot
4n nuépa. Avtikatabmtikn dpacn mopotnpnonie pe 150 ko 300 mg/Mmuépa o
Bpayvypovieg peréteg wg emumpdchetn Bepaneia (Le apTpimtuAivn, fovTpomiovn,
GLTOAOTPAUN, VIOLAOEETIVY], EGLITAAOTPALT, PAOVOEETIVY, TOPOEETIVY, oEPTPAAiv Kot
Beviaea&ivn — BA. mapdypago 5.1) kot pe 50 mg/muépa oe Ppoyvypdvieg peréteg
povobepameiag. Ymapyel avénpévog Kivouvog yio avemBOUNTEG EVEPYEIEG GE VYNAOTEPEC
d00¢1g. Q¢ €k ToVTOV, Ol KAVIKOL 10Tpol Tpémet va dtac@aAilovy OTL yproiponoteital n
YOUNAOTEPT OTOTEAECUATIKT 000N Yo TN Bepameia, Eekivavtag pe S0 mg/Mmuépa. H avdykn
avénong g d6ong omd to 150 ota 300 mg/muépa mpénet va faciletor otnv agloddynon
ToV K0Be aofevoic EgywpioTd.

AlLayn o6 to Seroquel diokio Gueons amodéouevans
INo o gvkoAo d0GOAOYIKO GYNI, Ol 0cEVEIC GTOVG OTTOIOVE 1O XOPTYOVVTOL YDPIOTEG

docelc TV dlokimv Seroquel Gpecng ATOSEGUELONC UTOPOVV VO, LETAPEPDOVY GTO
Seroquel XR Aapfdvovtag v avtictoyn cLVOALKN nuepnota 666n pia eopd TV NUEPA.
Mmnopel va amaitn et Tpocappoyn e dosoroyiag yio kabe acHevn.

Hhurxiouévor
Onog kot e GAAOVG aVTIYLY®GIKOVE TAPAYOVTESG Kot avTiKatafAumTikd, o Seroquel XR

TPETEL VAL YPCLLOTOLEITAL [LE TPOCOYN GTOVG NAKIWUEVOLG, 1010iTEPO KATE TNV TTEPI000
™me évapéng g Bepamneiac. O pvBudc adEnong g doong iomg yperachel va gtvat o
apyos, kot 1 nuepnowe BepamevtiKkn dO6N HIKPOTEPT] QVTHG TTOL YOPNYEITAL GE VEDTEPOLG
acOeveic. H péon tun kdBapong g quetiapine and 1o mAdcpo fray katd 30 - 50%
UELMUEVT 6€ NAIKIOUEVOVG acheveic oe GUYKPIoN UE TOVg vedTepovg acbeveic. Ot
nAiopévol acBeveig Ba mpénet va Eekvovv pe 50 mg v nuépa. H d6on umopel va
av&hvetat Katd 50 mg v nuépa LEYPL TNV EMITEVEY ATOTEAEGUATIKNG S0GOAOYI0GC,
av@Aoyo pe TNV KAMVIKN amdkpion Kol Ty avoyn Kabe acbevoic.

Xe nukiopévoug acbeveig pe peilova kotabmntikd eneicdolo o€ peilova KatabAmTiKn
dwatapoyn, n 60on mpénel va Eekvaet pe 50 mg/mpépa v In-3n nuépa, va avédveral oto
100 mg/muépa v 4n nuépa kot oto 150 mg/muépa v 8n nuépa. [pénet va
ypnoporonbel n yaunAdtepn anotelecpatikny d6om, Eexktvavtag and 50 mgMmuépa. Me
Baon v a&lordynon tov Kabe as0evoig Eeymplotd, av amatteital avénomn e 66onS oTa
300 mg/Mmuépa antod dev Tpémel va yivetal Tpw v 221 nuépa g Bepomeiog.

H amoteleopatucotta kot n acdreia dev Exel a&roroyn0el oe acbeveig dvo Tov 65 etdv
UE KaTaOMITTIKG ETEIGOd10 0T TAAITL0 SUTOAIKNAG SLOTOPOYNG.

LHoudrozpixog winboouce

To Seroquel XR 8¢ cvvictdron yio yprion og moudid ko eprifoug kdtw tv 18 etdv, Aoym
EXheymg 0e00UEV®VY IOV VO LITOGTNPILOLY TN ¥PNoT GE ALTV TV NAKIoKT opdda. Ta
Stobéotipa oTotyEln O EAEYYOUEVES UE EIKOVIKO PAPUOKO KAVIKEG LEAETEC
napovotdlovtat 6Tig mopaypapovg 4.4, 4.8, 5.1 ko 5.2.

Negpikn overdpkeio,
Agv gival amapaitn 1 Tpocapuoyn TG 0060 A0YI0G 68 achEVEIG Le VEPPIKT OVETAPKELX.

Hroukn averdpreio

H quetiapine petafoiilerar oe peydro fabuod oto Hrop. Xvvendg to Seroquel XR mpémer
Vo YopNYELTaL LE TPOGOYN O OGOEVELG LIE YVIOOTI NATIKY| OVETAPKELD, 10104TEPA KATH TNV
nepiodo ¢ Evapéng g Bepaneioc. O acbevelg e Yvooty otk avendpkela Bo mpénet
va Eektvoov pe 50 mg v npépa. H 66on pmopet va av&averor katd 50 mg v nuépa,
LEXPL TV emitevén anotelecpaTIKNG docoloyiag, avaloya e TNV KAVIKY andkpion Kot
™V ovoyn kdBe acBevoic.



4.3 Avtevosielg
YrepevaicoOnoio 610 SpaoTikd GLGTATIKO 1) GE OTOLOINTOTE AmO Ta. £KG0YA TOV TPOIOVTOG.

H ovyyopfiynon e avactoleic tov kutoypopatog P450 3A4, o6nmg avactoreic e HIV-
TPOTEACNC, AVTIHVKTTIOLOKOL TAPAyovTEG TNG OPAdAS TV aloddv, EpuBpopvkivn,
KAapBpopvkivn kot vepalodovn avtevoeikvotat (PA. mapdypago 4.5).

4.4 E101kéc mpog160mon|oElg Kot TPoPUAAEELS KATA TN (pion

KoBmg t0 Seroquel XR éxel apketéc evdei&elg, mpémel va Aappdvetal vtéyn 1o TPpoeii
aocpoleiag oe oxéon pe v eatopkevuévn dudyvaoon tov acbevoic kot T d66N TOL
yopnyettal.

H paxpoypdvia amotehecpatikdtnTo Kot ac@dieia oe acbeveic pe peilova katablmtikn
draTapayn oev €xet a&loloyndei wg emmpdcobetn Oepameia, ®GTOHGO N PAKPOYPOVIK
OTTOTELECLLATIKOTNTO KO acpaAeLa £yl a&lorloynBel oe eviilkeg acBeveis o
povobepamneio (BA. mapdypago 5.1).

Hoawdwatpkodg tainbuode

H quetiapine d¢ cuvietdrtol yio xpion o€ madid Kot epipovg kdto twv 18 etmv, Adym
EMheymg 0ed0UEV®VY TOL VO, LITOGTNPILOVY TN ¥PNON GE LTIV TV NAIKIOKT ORLAdA.
Khwviég peréteg pe quetiapine £xovv dei&et 6TL EMTAEOV TOL YVOGTOV TPOPIA AGPAAELNS
oV €€l TPoodloplotel og eviilkes (BA. mopdypapo 4.8), CUYKEKPLUEVEG avemBOUNTES
EVEPYELEG EPOAVICTNKOAY UE LEYOADTEPT GLYVOTNTO GE TOLdLA Kot EPMPOVE G€ GUYKPLOT| UE
Tovg eviAkeg (avénuévn 6peln, avéNoelg 6NV TPOANKTIVI) TOL 0POV, EUETOC, PIVITION KoL
GULYKOTN) 1] LTOPEL VL £Y0VV SLUPOPETIKEG EMMTAOGELS Y10l TodLd Kot €1 ovg
(e&omupapudid copntdpaTo Kot gvepebiotdtnTa) Kot pio avembountn evépyela
dlomiotddnke 6Tt dev €xel mapartnpndel og pekéteg evnAikmv (AVENGELS TNV OPTNPLOKN
wieon). Emiong, éxovv mopatnpndel petafoiréc otig eEetdoelg tng Asttovpyiog Tov
Bvpeoeldovc og TadLd Kol ePrPoug.

Emutiéov, o poxponpodfecpec emmtmoeic otTnv acedieia g Oepaneiag e quetiapine otnv
avantuén kot wpipavon dev Exovv peretndel mépav Tmv 26 £fdonddmv. Ot pakpoypovieg
EMITAOCELG OTNV YVOOLUKN Kol GUUTEPIPOPIKT avdmTuén dev elvar yvooTéc.

e eLEYYOUEVEG LE EIKOVIKO QAPHLOKO KAVIKES HEAETEG o€ Tand1d Ko EpnPovg acbeveig, N
quetiapine cvoyetiotnke pe pio avénuévn epedvion eEomupapdikdv countopdtov (EPS)
G€ GVYKPLON UE TO EIKOVIKO PapLoKo o€ acbeveic vwd Oepaneia yio oylloppEvela, SUTOAKT
povio Kot oimodkn| katdOiwyr (PA. mapdypapo 4.8).

AVTOKTOVIR/0VTOKTOVIKOC 180G UAG 1) KAMVIKN emdeivaon:
H xotabiyn oyetiCeton pe ovénpévo kivouvo yio autokToviKo 100U, GVTOTPAVUATICUO

Kol ovToKTOVia (TEPLoTATIKA ToV oyeTiCovtan pe avtoktovia). O kivduvog avtdg sppévet
puéxpt va, vdp&er onpavtikn Peitioon. Kabdg n Pertioon pmopel va pnv mopovclacTtel Tig
TPAOTEG Alyeg M meprocoTepeg efdonddeg Bepamneiag, ol acbeveic Oa mpémetl va
mapaxkolovBolivtar 6TeEVA LEYPL va VIaPEEL TETOW PeATimaoT). ZOp@ova [e TN KAVIKN
gumelpia, o kivduvog avtoktoviag pumopet vo avénbet ota TpdTa 6TAd10 TG PEATimon.

Emmdéov, o1 yiatpol mpénet va e&etdioovy tov mhavo kivouvo eneicodimv mov oyetilovral
pe avtoktovia petd and andtoun dtokomn g Oepaneiog e quetiapine, AOy® T®V YVOGTOV
TapayOdvVIov Kivduvou g vtd Bepansiog acéveias.



AMAeG YuLOTPIKEG KATOOTAGEL Y10l TIG OTO1EG 1 quetiapine cuvToyoypageital prnopet
eniong va oyetiovrot pe avénpévo kivouvo enelcodinv oyeTIlOUEVOV IUE OVTOKTOVIA.
Emmpocheta, avtég o1 KoTOGTAGELG UTOPEl Vo GuVVITTAPYOoLY Ue peilova KaTobAmTUC
emelodda. [ 1o Adyo avto, ot idteg TpoPLAGEEIS Tov aipvovtan katd tn Oepameia
acBevov pe peilova katabAmtikd enelicddio Tpémet vo Taipvovton Kot kotd T Oepoameio
ac0evaVv e GALEG WYUYLUTPIKEG SLUTOPOYES.

AcBeveig e 16topikd enelcodinv oyeTilOUEVOV LLE aVTOKTOViO, 1 EKEIVOL TTOV
TapovGtdlovy onuavTikoy Babpov avTokTovikKd 10eacud Tpy v Evapén g Bepaneiag,
glval Yv@oTo 0Tl S10TpEYOVV LEYOADTEPO KIVOUVO UTOKTOVIKDV GKEYEMV 1| AITOTELPDV
QLTOKTOVIOG Kot YU aLTO TPEMEL VoL TALPakoAOLOOVVTOL TPOGEKTIKE KATA TN S1APKELD TG
Oepancioc. Mio peta-avaivon eAeyYOUEVOV HE EIKOVIKO QAPUOKO KAIVIKOV SOKILMV LE
avTIKOTOUOMTTIKG QApLoKa o EVAAIKEG acheveic pe yoylotpiké dratapayic £0e1ée
avENUEVO KIVOUVO AUTOKTOVIKNG CUUTEPLPOPES LE AVTIKATAOMTTIKA 08 GUYKPION LE TO
€KoVIKO QappoKko og acbeveic nAkiog kKéto TV 25 eTOV.

Ytev] TopakoA0VONGN TOV 0GOEVAOV KOl 1010ATEPE, AVTMV TOV SLATPEXOLY VYNAS Kivouvo
TPEMEL VoL GUVOLALETAL LLE TN POPLOKEVTIKT Qy@yT, Wlaitepa otV apyn g Bepomeiog Kot
HeTd amd aAlayéc ot dosoroyia. Ot acBeveic (kat avtoi Tov epovtilovy Tovg acbeveiq)
TPEMEL va. €lval 6€ EXAYPOTYNOT CYETIK LLE TNV OVAYKTN TOPAKOA0VINONG Y10 0OTOL0dONTTOTE
KAMVIKT EMOEIVOOT], CUTOKTOVIKT GUUTEPLPOPE 1 CKEWYELS Kol 0oLVNOloTEG OAALYEC OTN
GUUTEPLPOPA Kot VO avalNTHGOLV WTPIKT GUUPOVAN GUECH EAV ELPAVIGTOVV OVTA TO.
GUUTTAOTOL.

Y& KpOTEPTG OBPKELOG EAEYYOUEVES LE EIKOVIKO QAPUOKO KAMVIKEG LEAETEG 00BEVAOV LE
ueilova kataflntikd enelcddlo oe dSuToMk dlatapayn TapatnPNONKe avEnuévog
Kivouvog cupPavtav oxeTilOUEVOV Le avToKToVia 6€ veapohc eviiikeg aobeveic (nAkiog
pkpdtepng and 25 etdv) mov frav vwo Bepaneio [e quetiapine oe GUYKPLON UE EKEIVOVG
wrd Bepameio pe ewovikd edppaxo (3,0% évavtt 0%, avtiotorya). e KAMVIKEG HeEAETEG
acBevov pe peilova katabAmTikn dtoTapoyn 1 GLXVOTNTA ELPAVIONS GUUPBAVT®V
oxeTIOUEV@V PE 0TOKTOVIO TOV TapaTnpnke o€ veapods evilikeg aoBeveig (MAkiog
ppdtepng and 25 etdv) Nrav 2,1% (3/144) yio 1o quetiapine kot 1,3% (1/75) yw 1o
EIKOVIKO QAPLOKO.

Metafolkdg kivouvog

Me dedopévo Tov Kivouvo emdeivoong Tov petafoAkod Tovg Tpoild, Teptiappfavorévey
petafoidv Tov Papovg, g YAvkding aipartog (PA. vrepyAvkoipio) Kot TV AMTdimV, Tov
&yovv mapatnpnOel og KMVIKEG HEAETEC, O1 LETAPOAMKES TAUPAUETPOL TV AGHEVDV TPETEL
va Tpocdlopifoviat Katd tov xpovo g Evapéng g Bepoameiog Kot ot peTafforés Tmv
TOPUUETP®V CVTAOV TPETEL VO, EAEYYOVTOL TAKTIKG Katd TN dudpkela g Oepaneiog. H
EMOEIVOGOT] QVTOV TOV TOPOUETPMOV TPETEL VO AVTILETOTILETOL OTMG EVOETKVUTOL KAVIKG
(BA. emiong mapdypago 4.8).

EEomupamdikd countopata

Ye KMvIKEG peAéTeg eEAeYOUEVES LIE EIKOVIKO QApLAKO 6€ EVAMIKEG 0ioBegveig 1 quetiapine
GLOYETIOTNKE e AOENGN TNG SLYVOTNTAS ELPAVIONG EEOTVPAUIIIKOV CUUTTOUATOV CE
GUYKPLOT LLE EIKOVIKO QAPLOKO GE aoBEVEIG TOV avTileT®TicOnKay Yo peilova
KotaOMnTiKd enelcodio o€ dumoAkn dratapoyn Ko peilova katabimtikn dwatapayn (PA.
mapdypoeo 4.8 ko 5.1).

H ypnon tng quetiapine cuoyetiotnke e v avamtuén axadnciog, mov yapoktnpileton
OO L0 VITOKEUEVIKA SUGAPESTN 1) SLGPOPIKT AVNOLYIL KAl avAyKn Yio Kivnon Tov cuyva
GUVOOEVETOL AT AVIKOVOTNTA VO KAOETOL 1) VO GTEKETOL OKIVNTOG. AVTO givat TTo TOAvVO va
ovupel péoa oTig TpmTeG Efdouadec Bepanciag. Xe acbeveic Tov avantHocOoVY AVTA TO
CLUUTTOUOTA, 1] 0OENGT TG 0060oNC Propel va givar emPBAaPG.



Oyun dvokwnocia

Edv epgpaviotodv onpueio kot copumtdpate oyiung dvokivneiag, 0o mpénel va eEetachein
petmon g d6omg 1 M dlakonn tng quetiapine. To copntdpata Oyiung dvokivnociog propset
Vo EPOTEPEYOLV 1 VA EPPavicBovy petd v dtaxonn tng Bepaneiog (BA. mapdypapo 4.8).

Yrvniia xon LaAn:

H Bgpancio pe quetiapine cuoyetiotnKe e LIVNALL KOl GYETIKA CUUTTOUATO, OTWG
KataoToA (BA. Tapdypapo 4.8). Te khMvikéc peréteg yia ) Oepaneio Tov aclevdv pe
dumokn katdOAnym, kou peifova kKotabimtikn datapayn 1 Evapén nrav cvvnbwg péca
ot 3 TpdTeg NuEPeS Bepaneiog Kot NTav Kuplmg fmiag £0g pLéTplag Evraonc. Acbeveis mov
Biovouv évtovn vvniio pmopel va ¢pelalovion o GV EMKOIVMVIO Y10l TOVAAYIGTOV 2
gfdouddeg and v Evapén e vvniiog | wéxpt vo BeElTindody To GLUTTOUOTO Kol PTopel
va e€etaotel drakomn g Bepameiog.

OpBocrtatiky vrdtoon

H Oepoaneio pe quetiapine £yl cuoyeTiotel pe opbootatiKy vIoTaoT Kol oYeTIKN (AN (BA.
apdypoeo 4.8) ta onoia, OT®G Kol otV VIVNALL oLV Evapén cuvnBmg KaTA TNV apyiKy
nepilodo tithomoinomng g 06omMG. Avtd pmopel va avENCEL TA TEPLGTATIKG TUYOLMV
TPOVHOTICU®V (TTOGCELS), 1010iTEPA 0TOV NAMKIOUEVO TANBVoUS. Qg ek TOOTOV, 01 0o0EVElg
TPEMEL VoL GUUPOVAELOVTOL VO EIVOL TPOCEKTIKOL PLEYPL VoL eEotkelmBovy pe Tic mhaveg
TOPEVEPYEIEG TOV PAPLLAKOV.

H quetiapine npénet va ypnotponoteiton pe mpocoyr| o€ aoevels e Yv@OTN KapdryyeloKn
VOGO, AYYELOEYKEPOAIKT] VOGO 1) AAAES KATAOTACELS e Tpodidbeon yio votaon. [lpémet
va e€etaletan To evogyOUEVO LElONG TG dOONGS, 1| TNG TTEPLGGOTEPO Pabduaiog avénong,
€av ovpPet opbootatikn VITOTAGT, WiTEPE GE AGOEVELG e VTOKEIEVT] KAPILOYYELOKN
VOGO.

20VOpOUO VIVIKNG GITvolog

Y& aobeveic mov ypnoponolovy quetiapine £xel avapepbei aOVOIpopo VTVIKAG dnvoloc. H
quetiapine Bo TpEmEL VA, XPNCLOTOLEITOL LE TPOGOYN o€ 0eOeveic Tov AopPdvovy TavTdYpOVa
KOTOGTOATIKA TOL KEVIPIKOD VELPIKOD GLGTILATOG KOl 01 0TT0i0tl £Y0VV 16TOPLKS 1| Bpickoviat
o€ Kivouvo Yo vIVIKn dmvola, Omwg ekeivol Tov givar vépPapot / maydoapKol 1 eivar
appevec.

2rocuot

e eleyyoueveg KMVIKEG HeAétec dev LI PEE Kapio S1upopd 6T GLYVOTNTA ELPAVIONG
onacp®v o€ acbeveig mov EAafav quetiapine 1 elkoviko eapuako. Agv vdpyovv dtabécia
oTolElD Y10 TNV EMMTOGCT TOV CTAGUDV G 0GOEVEIG LIE 1IGTOPIKO dOTAPAYG CTACLDV.
Onwg kot pe A0 avVTIYLYOOIKA, GUVIGTATOL TPOGOYN Kot TV Oeponeio acbevav pe
10T0p1KO omacpumv (BA. Tapdypapo 4.8).

Kakénbeg vevpoinmtikd cuvdpouo

To Kakoneg vevpoAnmtiKd GuVOPOUOo £XEL GLCYETICOEL e TNV avTIyVX®oIKT Bepameia,
ovumeptiapBavopévng g quetiapine (PA. mapdypoeo 4.8). Ot kKAMvikég ekdNADOELS
nmepapPavouv vepBeppio, LETOPOAN TG VONTIKNG KATAGTOONC, HUTKN SuoKapyia,
aoTdOEe10 TOL AVTOVOLOV VEVPIKOD GLOTHLLATOG KOl AVENLéEVa EMITESD POOPOKIVACTG TG
Kpeativng. Ze pio tétola TepinTmon, 1 quetiapine TPEMEL v SIOKOTTETOL KoL VO TOPEYETOL
KOTAAANAN 10Tpikn| wepiBoiym.

2oBap1| 0VOETEPOTEVIN KOl OKOKKIOKVTTOQOLLIO

e KMvikég peréteg pe quetiapine €xetl avapepBel coPapn ovdeteponevia (apOudg
ovdetepoprrav <0,5 x 10°/L). Ot tepiocdtepeg mEPITTOGELS SOPUPTC OLdETEPOTEVING
eppavicOniav péoa og Alyoug univec omd v évapén g Bepaneiog pe quetiapine. Aev



VILAPYEL ELPAVIG GLGYETION LE TN d0om. Me Bdon v guneipio PHETA TNV KLKAOQOPio TOV
TPOTOVTOC, OPIoUEVEC TTEPITTAOOELS NTay Bavatneopec. [TiBavoi Tapdyovieg Kivddvo yia
ovdetepomevia mephapufavouvy Tpoimapyovio xaunio apfud Asvkokvttdpov (WBC) ko
1OTOPIKO PUPLAKOETOYOUEVTG OVOETEPOTTEVING. L2GTOGO, OPICLEVES TEPITTOCELG
eppaviotnkayv og acbeveic ywpig mpodmapyovteg mapdyovteg kKivduvov. H quetiapine Oa
npénel va Sraxontetar o acdeveic pe aptdpd ovdetepoeilmv <1,0 x 10%/L. O acOeveic 0o
TPEMEL VO, TAPOKOAOVOODVTOL Y100 GNUELD KOl CUUTTONOTO AoTHmENG Kol Vo EAEYYETOL O
ap1Opdc ovdetepdPlav (uéypt vo vrepPoiv tov apdud 1,5 x 10°/L). (BL. papdypago 5.1).

H mepintoon g ovdeteponeviog npénel va eEetdletal og acbeveic mov mapovoidlovv
hoipmén 1 Topetod, Wiaitepa enl anovsing eLEavoLg(MV) TPodabestkov(mV) TapayOVIOV
Kol TPEMEL VoL avTILETOTILOVTOL OTTMG Elval KMVIKA amopaitnTo.

[Ipémet va divovtar 6Tovg acbeveig odnyieg yia dpeon avoeopd g EPAviong
onNpUel®V/CLUTTOUATOV EVOEIKTIKOV OKOKKIOKVLTTAPALpiog 1] Aoipnméng (m.y., moupetdc,
advvopio, AMBapyoc | TovOLALOG) G€ 00100 TOTE YPOVO KaTd TN d1dpKeld Tng Oepameiog
pe Seroquel. Ztovg aobeveic avtng TG Katnyopiog Tpémel va dievepyeitan Guecn HETpnon
TV Aevkokvttdpov (WBC) kot Tov andAvtov aptBpov ovdetepdeiimv (ANC), dwitepa
otov amovctdovy Tpodtadestkol TapdyovTes.

AvtiyolMvepyikég (LOVGKAPVIKES) SPACELS

H norquetiapine, évog evepydc petafoiitng e quetiapine, £xet HETPLOL EMG 1GYLVPT CLYYEVELL
TPOG OPKETOVE VITOTVTOVG LOVGKAPIVIKMY VTTOS0YEWY. AVTO GUUPAAAEL OTIC OvVETIBOUNTES
EVEPYELEG AVTAVOKADVTOG OVTLYOAMVEPYIKES OPAOELS, OTAV 1] quetiapine yPNOLLOTOETOL OTIg
GUVIGTAOUEVES SOCELS, OTAV YPT|CLLOTOLEITAL TOVTOYPOVA LE AAAL PAPLLOKE TTOV EYOVV
AVTLYOAVEPYIKT| Opaion, Kol 68 KaTtdoTtaon vrepdocoroyiag. H quetiapine mpémel va
ypNoLomoleital pe Tpocoyn oe acheveic Tov Aapufavouy eapuaKe Tov XYoLV
avtyohvepyikés (LovoKapvikég) dpdoels. H quetiapine mpénet va ypnoyLonoteiton pe
TPocoyn o€ acheveic e VTTAPYOLGA S1EYVMOGN 1) TPOTYOVUEVO 1GTOPIKO KATAKPATNONG
00p®V, KAVIKA G1LLOVTIKT) VITEPTPOPIO TOV TPOGTATY, EVIEPIKT| UTOQPAEN 1) CUVAPELS
KOTAGTACELS, ovEnpévn evooeBdAipia ieon 1 yYAOOK®Uo KAEIGTNS Yoviog (PA. Tapdypapo
4.5,4.8,5.1 xa14.9).

AlMnAemdploeig
BAéne mapdypago 4.5.

H ovyyopfiynon quetiapine pe £vav 1oyvpo enay®y£a TV NroTtikov eviOumv 6mme 1
KkapPapalenivn 1 N EOVLTOTIVY, LEWOVEL CNUOVTIKE TIG GLYKEVIPAOGCELS TNG quetiapine 6To
TAGCLLO KoL UTOPEL VL EXNPEACEL TNV OTOTEAECUATIKOTNTO TG Bepaneiog [e quetiapine. e
acbleveic, Tov Aappdvovv Evav eraymyéa TV NEATKOV eviduwv, n évapén g Oepameiog
Le quetiapine mpémet vo yivetar povo 6tav o yrotpdg EKTIUAGEL OTL TO OPEAOG TG Oeparmeiog
LE quetiapine VIEPIGYVEL TOL KIVOVVOVL amd TN SLOKOTY) TOV EMOYMYEN TOV NAUTIKMDV
evlopwv. Etval onpoavtikd, omoladnmote aldayn oty Oepomeia e Tov emaywyéa, vo
yivetor otadioKd Kot epocov amatteital, va aviikadiototol amd Evay pun-emayoyéa (..
BoaAmpoikod vatpio).

2ouotikod Bépog

[Ipdécinyn copatikod Papovg éxetl avapepbel oe acbeveic mov Exovv vroPfindet oe
Oepaneio pe quetiapine Ko TPENEL VoL TAPOKOAOVOOVVTAL KOt VO, EAEYXOVTAL OTWG
EVOEIKVLTOL KAIVIKG COUQ®VA UE TIG AVTIYLYOOIKES KaTevBUVTHPIEG 00N YiEg TTOV
axoAovBovvtal (BA. Tapdypago 4.8 ko 5.1).

Yrepylokauio
"Exet omavio avoapephel vepylokoipio koM avantoén 1 endeivoon tov diafrtn wov

TEPIOTOUCIAKEG GVVOEETAL UE KETOEEMOT 1 KOO, CUUTEPIAUUPOVOUEVOV OPICUEVDV



Bovaneopwv nepittdcewv (PA. mapdypapo 4.8). Te 0ploUEVES TEPIMTAOGELS, £XEL
avagepOel Tponyov eV adENGT TOL COUATIKOD BAPOovg TOL UTOpPEl va ival
TPOJOETIKOS TAPAYOVTOG. ZVVICTATOL KOUTAAANAN KAVIKT TopakoAovinen GOUPOVA e
TIG AVTIYLYWOIKES KatevBuvtnpleg odnyieg mov axoiovBovvtal. AcBeveic vtd Oepaneia pe
OTMOLOONTOTE AVTLYVYMGIKO TOpAyovVTa GUUTEPAAUPBOVOLEVNG TG quetiapine, Tpémet va
TOPOTNPOVVTOL Y10, CNUEIN KOl GUUTTOUOTO VIEEPYAVKALUiaG (0TmS ToALdWYia, TOAVOVPIa,
ToALQOYi Kot aduvapio) kot 0cOEVELG e cakyap®ON SN 1 LE TOPAYOVTEG KIVODVOU
Yo GOKYOP®OT 010NN TPETEL VO TapOKOAOVBOHVTAL TAKTIKA Yol EMOEivmoT Tov EAEYYOV
yAk6(ne. To copoticd Bapoc Tpémel va mapakoAovBeiTot TOUKTIKA.

Auidw

Xe KAMvikég peAéTeg e quetiapine mapatnpnionke avénon twv tpryivkepdiov, g LDL kot
™G OAKNG YoANoTePOANG Kot peimon tg HDL yoAnotepoing (BA. mapdypago 4.8). Ot
peTaPoAEG TV MTdIV TPEMEL VoL AVTILETOTILOVTOL OTMG EVOEIKVLTAL KAVIKA.

Hapdraon Tov QT dactuotog

211¢ KAMvIKEG SOKIUES Kol KaTd TV xpnon cvpeova pe v [epiinym tov
XOpaKTNPLOTIKGV TOL TPOIOVTOC, 1) quetiapine dev cuoyeticOnke e poviun avénon ota
andivta QT dwotiuota. Metd v kKukho@opia Tov TPoidvTog Exel ovaeepBel Tapdtoon
tov Swotipotog QT pe v quetiapine og Bepanevtikég 66celg (PA. Tapdypapo 4.8) Kot og
vepdocoroyia (BA. Tapdypapo 4.9). Onmg Kot pe AL avTIYLYOTIKE, OToLTEITOL TPOGOYT
otov 1 quetiapine cuyyopnyeitan o€ acbeveig pe Kapdloayyelakég vOGOUG 1) OIKOYEVELOKO
1otop1kd Toapdtaonc tov QT duotiuarog. Eniong, arnatteiton mpocoyn dtav 1 quetiapine
ovyxopnyeital gite pe pappoKa mov givar yvootd 6t tapateivovy to QT ddotnpa, 1 pe
VEVPOANTTIKG, W1aitepa 6€ NMKIOUEVOLS, 6€ 0oOeVELG e GUYYEVEC GUVOPOLO TOPATACNG
QT S0oTHATOG, GLUEOPNTIKT KAPSIOKT AVETAPKELN, KAPILOKN VIEPTPOPIL, VITOKAAULIN
N vropayvnowoio (PA. wapdypago 4.5).

Kapdropvondfeia kot pookapditida
Koapdiopwondbeto kKot pookapditida £xovv avapepbel oe KMVIKEG LEAETES KO KOTA TN

SLAPKELN TNG EUTEPIOG PETA TNV KLKAOQOPID, MGTOGO OeV £XEL TEKUNPLOOEL aTIOAOYIKY
oyxéon ue v quetiapine. H Beponeio pe quetiapine npénel va enaveéetdleton og acbeveic
Le voyio Kopdtopvomdelag 1 LookoapdiTidag.

Awkon)

Metd v andtopn dtokomn tng quetiapine, £xovv avapepbel 0EEa oTEPNTIKA GUUTTOUOTO
omwg avmvia, voutia, kepaAiaAyia, diippota, Euetog, (AAn Kot evepedioTdOTTO. ZUVIGTATAL
oTOdl0KN dloKoTH Yo TEPi0d0 TOVAdYIoTOV piog £g dVo efdopddwv (PA. mapdypapo 4.8).

Huxwwopévor acBeveic pe yoymon-oyetilduevn e avola
H quetiapine dev givar eykekpipévn yio v Oepomeio Tov aclevadv pe yoywon-oyetilopevn
LE Gvola.

ITapatnpnOnke tepinov TpmAdoio adENGCT TOL KIVOUVOL EUPAVIOTG AVETIBOUNTOV
EVEPYEIDV OO TO EYKEPOAIKA OYYEID, GE TUYXOLOTOMUEVES KAMVIKEG LEAETEG EAEYYOUEVEG LE
EIKOVIKO QAPLOKO 08 AcHEVELS [LE AvOola [LE OPIOULEVE ATLTOL AVTIYUYOOLKE. O PNYavIoHOg
VTG TG AHENONS TOL KvOHVOL OV glval Yvootdc. Aev pumopel va amokAelotel avénon
TOV KIVOUVOL Y10, GAAL avTIYVXOGLKG 1 GALeG opddec acBevav. H quetiapine mpémel va
yopnyeiton pe Tpocoyn o€ acbevels, pe Tapdyovieg vYNAoH KvdHVoL Yo aryyeloKo
EYKEPAMKO ENELGOO10.

g 1o LETO-OVAADOT] ATUTTMV AVTIYVYWOGCIKMV, avaeépOnie 0Tt o1 nhikiouévol acbeveig pe
YOYOON-GYETILOHEV LE Avola £x0VV aVENEVO Kivouvo BavaTtov GUYKPITIKE e TO EIKOVIKO
QAPLOKO. T OVO EAEYYOUEVES ILE EIKOVIKO QAPLOKO LEAETEG TNG quetiapine didpkelag 10
gfdouddwv, otov idto TAnducud acbevov (n=710, péon nikia:83 €t edpog: 56-99 £) n



Bvnowotnta otovg acheveic mov Elafav quetiapine frav 5,5% évavtt 3,2% otnv opdda
TOV €IKOVIKOD apudkov. Ot acbeveic o€ avTég Tig perétec amefinoay amd ddpopeg attieg
ot omtoieg BemPoVVTOL AVAUEVOUEVEG GE ALTOV TOV TANOVGLO

Avcoayia

Me v quetiapine &yel avapepBet Suopayia (PA. mapdypago 4.8). H quetiapine mpénet va
YpPNOLomTolEiTaL LE TPOoOoYN o€ acheveic pe kivouvo yia Tvevpovia arnd elspoeNo.

AvoKOIMOTNTO KL EVIEPIKT) amOQPaln

H dvokotmdtrta amotedel Tapdyovta Kivouvou yio eVIEPIKN andepasn. Me v quetiapine
&yovv avapepBel dSuokototnTa Kot gviepikn andppatn (PA. mapdypopo 4.8 ).
[eprhappdvovrar avapopés Baviatwov oe acbevelg e YNAO kivouvo eviepikng andepaing,
nmephapfoavorévayv ekeivov mov AapPdvovy TOAAATAG QAPLLOKO TOVTOYPOVE, TO 0010
UELDVOLV TNV EVIEPTKN KIVTIKOTITO, KA/ UTOPEL VO NV OVOPEPOVY GUUTTMOTOL
dvokotmdtnTag. AcBeveig pe eviepikn| amoepasn/eihed Tpémel va avTipeT®mifovTon IE
GTEVH TOPOKOAOVON oM Kot enelyovoa ppovtida.

DrePucn OpopBosuPolr

[epurtdoeic pAePikng Opoupoepfoing £xovv avapepbei pe avinyvywokd eappaka. Kabobg
ot acBeveic mov AaBAVOLY OVTIYLY®OGIKE, GUYVA ELPAVILOVV ETIKTNTOVS TOPAYOVTES
Kvovvou o eAefikn Opoppospfoin, 6Aot ot Thavol Tapdyovteg Kivdbvou EUPAVIONS
oAefing Opoppoepfoing Ba Tpémel va avayvopilovror Tpv Kot KoTd T StipKeLo TG
Oepamneiog pe quetiapine kot vo AARPAVOVTOL TPOGTATEVTIKA PETPO.

Hayxpeatitida
"Exetr avagepBel maykpeatitidn g KMVIKEG LEAETEC KOl KOTA TN SLOPKELD TNG EUTEPLOG HETA

TNV KUKAOQOPI TOV TPOTOVTOC. XTI UETEYKPITIKEG OVUPOPES, EVD OEV ElY0v OAN TO
TEPLOTUTIKG TAPAYOVTES KIVOUVOL, TOALOT acbeveig eiyav mapdyovteg, TV omoimv eivat
SMOTOUEVOG 0 GUGYETIGHOG LE TNV TAYKPEATITION, Onmg avénpéva TptyAvkepiota (PA.
Tapaypapo 4.4), yoholbioon Kot KATOVIA®GOT GAKOOA.

Hpdobetec mAnpopopieg

Ta otoyeia oYeTIKA Le TV TaVTOYPOVN YOpNyNom tng quetiapine pe divalproex 1| Aibo oe
o&éa pétpla Emg coPfapd paviakd enelcddla gival meplopiouéva. Qotdc0, 1 Beponeia
ovyyoprynong nrav kodd avektn (BA. mtapdypapo 4.8 ko 5.1). Ta otoryeio £de1&av
afpototikn dpdon v 3n efdoudda.

Aoxtoéln

Ta diokio Tov Seroquel XR wepi€yovv Aaktoln. Acbevelg pe omavio KAnpovoukd
mpoPAniuota dvcavetiog otn yorloktoln, avendpkelog Aoktdong Lapp 1 dvcamoppdenong
YALKOLNG-yahakTolng dev mpémel va AapPdvouy avtd 10 PapLoKo.

AavBacpévn ypron Kot Katdypnon

"Exovv avapepbel tepurtmoeic AavOaopuévng ypnong kot katdypnons. Mropei va
YPEBLETOL TPOCOY KATA TN GLVTOYOYPAPNON TNG KOVETLOMIVIG 6€ acBeVELS e 16Top1Kd
KOTAYPNONG AAKOOA 1] POPLAK®V.

4.5 AlIniemopdosis pe GAho  QUPROKEVLTIKGA 7POIOVTO Ko GAAEg popOEg
aAnAieniopacng

AopPavovtag vmoym Tig KOpleg EMOPACELS TG quetiapine 6TO KEVIPIKO VELPIKO GUGTN LA,
1N quetiapine Qo TPEMEL VAL (PN GLLOTOLEITOL LLE TPOGOYY| GE GUVIVAGUO LE AAAN KEVTPIKADGS
dPAOVTO QUPLOKEVTIKA TPOIOVTO KOl L€ OAKOOA.

Amonteiton mpocsoyn ot Bepaneio acbevdy mov Aapfavouy GAAN QAPLLOKE TTOV £YOVV
avtyolvepyés (Lovokapvikég) dpacels (PAEre mapdypapo 4.4).



To évlopo (CYP) 3A4 tov xutoypmdpotog P450 eivarl mpotictmg vredduvo yia tov
petafoiiopd g quetiapine PEc® TOL KLTOYPMUATOg P450. e pedétn aAinienidpaong o€
vy1eig eBelovtég, n cuyyopnynon quetiapine (og docoroyia Twv 25 mg) pe ketokovaloin,
mov gival avaotoréag tov CYP3A4, mpokdiese avénon 5 émg 8 popéc tov eufadod g
EMPAVELNG KAT® 0md TV koumoAn (AUC) yia v quetiapine. Bdoet avtodv n Aqym
quetiapine poli pe avaoctoreic tov CYP3A4 avievdeixvutal. Emiong dev cvvietdton 1
KATOVAA®MOT) YOOV YKPEMPPOVT KaTd TN dtdpKelo TG Bepameiog e quetiapine.

e pia pelén molomlov d0cemv o€ aobevelsg, yio TNV a&loAdynomn g upPHOKOKIVITIKNAG
G quetiapine yopnyobpevns Tpv kKot Kotd v dbpkela Bepaneiog pe kapPapalenivn
(évav yvmot6 emaywyéa Tov Nratikdv evEOpmv), Tapatnpnonke onuavikn adéEnomn e
Kk@Bapong

g quetiapine Katd v cuyyopnynon g pe KapPopalenivn. Zuvéneia tng adENONG VTG
g KGBapong amoTéLese 1 LEI®OT TNG CLGTNUOTIKNAG CLYKEVIPMOTNG TNG quetiapine KoTd
Uéco 6po oe T0600Td 13% [Odnmwg vworoyiletal 0md 10 UPadOV TG EMPAVELNS KAT® 0T
v kapmdvin (AUC)], o€ oxéon pe TN cLYKEVIP®OT TNG quetiapine dTov yopmnyeitatl povn
™mge, VA o€ KAmolovg aceveig mapatnprOnke akoun HeyaAdtepo T0606To peimone. Adym
oVTNG TG aAANAETTIdpaomG, Uropel vo vIAPEOLY LIKPOTEPES CLYKEVIPDGELS GTO TAAGLLOL
KO VoL ETNPENCTEL 1 amoTeAecOTIKOTNTA TNG Oepaneiog te quetiapine. H cuyyoprynon
quetiapine Kol avVToivng (AALOG ETOYMYENG TOV IKPOSOUIOK®DV EVIDU®V), TPOKAAESE
HEYAAN avénon oty kabapon ¢ quetiapine, o€ T10600Td mepinov 450%. e acbeveig, mov
Aapfavouv évay emaymyéo Tov nroTikov viipmv, n évapén g Beponeiog pe quetiapine
npémet va. yivetatl Lovo OTav o YoTpog EKTIUNGEL OTL TO OQel0g amd T OBepomeia e
quetiapine VTEPIGYVEL TOV KIVOVUVOL OO TN S10KOTN| TOV EXAYMYEN TOV NIAUTIKOV VOOV,
Eivai onuavtikd, orotadnmote oAAayn TN Oy®YNG LE TOV EXAYMYEQ, VO YIVETOL GTOSIOKA
Kot ov amatteital, vo avtikodiotatot omd Evav un-eroyoyéa (t.y. fainpoixd vatpilo) (PA.
Tapdypoo 4.4).

H poppokokivntikn g quetiapine dgv petafANONKe oMUOvVTIKG LE T GUYXOPNYNOT TOV
avtikatadmtikov yurpapivn (Yyvootob avactoréa tov CYP2D6), 1§ plovoetivn
(yvootov avactoréa twv CYP3A4 ko CYP2D6).

H pappokokivntikn g quetiapine dev petafAN0nKe onUavTIKE [LE TN GLYXOPNYNON TOV
AVTIYLYOGIKOY PLoTePLddv 1 alomeptdoin. QotdG0, 1 cuYYopYNOoT quetiapine kot
Bslopdalivng Tpokdrece avEnomn otnv kdBapon g quetiapine wepimov katd 70%.

H pappokokivntikn g quetiapine dev peTafAnOnKe HETA amd cuYYOPNYNOoN CLUETIOIVIG.
H poppokokivntikni tov Abiov dev petafandnie dtav cuyyopnyndnke pe quetiapine.

e pio TuyonomotpéVn LeAETn duapkelag 6 fdopdadmv Abiov kar Seroquel XR évavtt
gwovikov papudiov kot Seroquel XR og evijAikeg acbeveig pe ofeia povia,
TapaTNPNONKAY VYNAITEPT CLYVOTNTO EUPAVIONG CYETIKAOV LE TO EEOTLPAUIOIKS GUGTN O
ovpPavtav (1Wwitepa TpdHoL), LTVNALG Kol aHENONE TOV COUATIKOD BAPOVE TNV OHAdA
tpocbnknc Tov Mbiov o€ Guykpion pe TNV opdda Tpochnkng Tov gikovikod eapudiov (PA.
Hopdypago 5.1).

H poppokokivntikn tov Bainpoikol vatpiov Kot Tne quetiapine dev petafAndnke oe
KAMvVIKA onpovtikd Babpd 6tav avtd cuyyopnynoniay. Mia avadpopikn LeAETr Todidv
Kal eprBov mov ElaPav BaAmpoikd, quetiapine, 1 Kot Ta, dVO, SATIGTOGE U0, LYNAITEPT
GLYVOTNTO EULPAVIOTC AEVKOTEVIOG KOl OVOETEPOTEVIAG OTNV OUAOA TG CLUVOVAGUEVTG
Oepomeiog Evavtt TV opddmv povobepomeiog.



Agv €yovv diebaybel emionpec peréteg aAnienidpaong Le o GLVHBOS YPTCYLOTOLOVUEVEL
KOPILAYYEWKY QAPUUKEVTIKG TPOIOVTA.

Amatteiton mpoooyn dtav 1 quetiapine cuyyopnyeiTol L POPUOKEVTIKA TPOIOVTO TOL Elval
YVOGTO OTL TPOKAAOVY NAEKTPOAVTIKES OtatapayEs 1 Ot av&dvouy to QT ddetnpo.

Xe aoBeveic mov £yovv AdPel koveTiamivn VINPENY AVUPOPEG WEVDDS BeTIKMV
OTOTEAECUATOV G€ EVEVUIKOVG 0VOGOTPOCIIOPIGLOVS Y T HeBadOVN Kot TO, TPIKVKAIKA
avTikoToOMmTIKd. Xvvictdtol emPePaimon TOV AUEIGPNTOVUEVOV ATOTEAEGLATOV TOV
OVOGOAOYIKOV EAEYYOL UE KATAAANAT TEXVIKT XPOUATOYPAPIOG.

4.6 Tovipétnra, KOnon ko yorovyio

Konon

Ilpwro tpiunvo

O pétplog dykog ONUOGIEVIEVMY dEdOUEVMVY ekTEDEIEVOVY KuNoemV (OnA. petagd 300-1000
eKPaocemv KUNGEWV), TEPIAAUPBAVOUEVOV OTOHKDV OVOQOPDY KOl OPIGUEVOV LEAETHV
TOPOTIPNOTG, OEV VITOSEIKVDOLY ALENUEVO KivOuVo duoTAactdv AdY® TG Bepomeiog.
Q071000, Le Pdon to chvoro TV dStubécipumv dedopévav, dev umopovv va eEoyBovv
0opLoTIKA cupmepdopata. Mehéteg oe melpapotdlma Exovv SelEel avamapay®yikn
to&kotnta (BA. Tapdypago 5.3). Zuvendg, 1 quetiapine Oo TpEmEL VO, XPTGLULOTOLEITAL KATE,
™ SLdpKELD TNG KONONG, LOVO €4V Ta 0PEAT SUKOLOAOYOVV TOVG THAVOLE KIVOUVOUG.

Tpizo tpiunvo

Ta veoyva mov extifevtal o€ avTiyvyOotkd (Teptiopfoavopévng g quetiapine) katd )
SLIPKELR TOV TPITOL TPUVOL TNG KUNGTNG, KIvOUVEDOLY amd avemBounTeg evEPYELEG
TEPIAAUPAVOLEVOV EEOTVPULSIKOV COUTTOUATOV KOV GTEPTTIKOV GLVIPOLLOV, TOV
umopel va TotkiAlovv og BapOtnta Kot S1apKeln HETA TN YEVVNoN. YTTAPYOUV ovapopEg
d1€yepong, VIEPTOVING, VITOTOVING, TPOUOV, VIVNALNG, AVATVEVCTIKNG SLGYEPELNG N
dratapoyng Tpdoinyngs tpoens. Koatd cuvéneta, ta veoyévvnta Tpémnetl vo
TOPAKOAOVOOVVTAL TPOGEKTLKAL.

LaAovyia

Me Bdion oD meploptopuéva dEG0UEVE Omd dNUOGIEVUEVES OVOPOPEG Y10 TV UTEKKPLON
¢ quetiapine 6to avOpdTIVo UnTpikd yéAa, 1 amékkplon Tng quetiapine o€ Oepamevticég
d0oe1g paiverar 6ti dev etvat otafepn. AdY® NG amovciog enapKdV dedopévmv, TPETEL Va
arogoacileTot 1 dtakon| Tov OnAacpod 1N 1 dwakonn tng Bepoaneiog pe Seroquel XR,
Aappdvovtog vtoy”n To OPEAOC TNG Yohovyiag Yo To Toudi Kot To dpehog g Bepameiog yio
T youvoiko.

Lovémra
Ot emdpdaoelg g quetiapine oty avOpOTIVN YOVIHOTNTO deV £xovv a&lohoynOel. Xe

apovpaiovg mapatnprdnkay endpacels oxeTilopeveg te avénpéva eninedo TporakTivig,
LoAoVATL OeV givor dpeca oyeTIKEG e Tov avBpomo (PA. mapdypapo 5.3).

4.7 Emopaoceig 6TV IKAvVOTNTA 001]71)01)G KOL YEIPLGHOD PYOVOV

AgdOUEVOV TV KOPLOV ETOPAGEDY TNG OTO KEVTIPIKO VEVPIKO cOGTN O, 1 quetiapine
UTOPEL VOl £XEL ENMMTAOGELG GE OPACTIPLOTITEG TTOL OTOLTOVY VONTIKY EYPIYOPST).
Emopévog, Ba mpénel va cuvictdrol otovg acbeveic va unv odnyodv Ko va pn xeipilovion

pUnyovnoto, HEYPL va yivel yvoot 1 evoictncio Tov K4be aTdUoV 6TO QAPLLOKO.

4.8 AvemOOunTeg evépyseieg



O1 o ocvyvd avaeepoueveg avemBOUnTeg EvEPYeLes e quetiapine (=10%) sivat vivnda,
Can, keparadyio, Enpootopic, COUTTOUATO O ATOGVPOT] (SLOKOTT), CVENCELS TV

EMMEIWV TOV TPLYAVUKEPLIL®MV 6TOV 0p0, AVENGELS TNG OAKNG XOANGTEPOANS (Kupimg TG
LDL yoAnotepoing), newuwoelg e HDL yoAnotepoing, adénon tov copatikod Bapovg,

UELMUEVT] AUOGOaLpiv Kol EE@TLPOUOIKE GUUTTOUOTA.

H ocuyvomta eppdviong tov avemBountov evepysidv pe ) Beponeio pe quetiapine
ta&wvopovvtal otov akdAovdo mwivaxa ([livakog 1) cOUEOVA [LE TO VTOJELY L0 TOV
cvoTiveTaL Ao To XupuPovAlo Atebvav Opyavioudv latpikov Exiomudv (CIOMS 111
Working Group; 1995):

Mivaxog 1

AvemOounreg evépyeieg mov £(ovv 6voyeTiolel pe Ogpaneia quetiapine

O1 ouyvoTNTES ELPAVIONG TOV AVETIBVUNTMV EVEPYELDV KOTATAGCOVTOL GUHPMVO UE TO.
akorovba: TToAd cuyvég (>1/10), ovyvég (=1/100, <1/10), oyt cuyvég (=1/1000, <1/100,
omavieg (>1/10,000, <1/1000), Told ordavieg (<1/10,000) ko un yvootég (dgv umopolv va
exTyumOovv pe Baon ta dwbéoiua dedopéva).

Katnyopia ITord Xvyvég Xoyvég Oy Zoyvée Xravieg oAb Xnavieg | Mn I'vootég
Opyavikov
TV6TIROTOG
Aozapoyés Tov Mewopévn Agvkonevia?, | Ovdeteponevia', | AxokkiokvTTapoL
QIUOTOINTIKOD apoceaipivn® | petopévog Opopponevia, pio?
KOl TOD Agu@ikov apOpog avoupio,
OVOTHUATOS 0VOETEPOPIADY, | HELOHEVOC
avEnuéva apBpog
noowoea’’ arponetaAiiov'?
Aroopayés tov YnrepevaroOnoi AVOQUAOKTIKT
OVOTOTOMTIKOD o avtidpaon’
OVOTHUATOS (mepropPfovopé
VOV 0AAEPYIKDV
SEPLOTIKDY
AVTIOPACEMV)
Aroopaoyés tov Yreprmporokty | Meudoeig g Ampocoopn
evooKrpIVIKOD apia’’, pewwoeg | erevdepng Ts*, £KKpIon
OVOTHUATOS e ohkng T4, | YroBvpeoediop OVTIOLOVPNTIKY
HEIDOELS TNG oc* G OpuoOVIC
erevdepng T2,
LEWDGELS TG
ohkng Ts*,
QVENGELS TNG

TSH*




Katmyopia oAb Xvyvéc Yoyvég Oy Zoyvéc Xrdvieg Mo Xmavies | Mn I'vootéc
Opyavikov
ZUOTINHATOS
Arozopaoyés oo Avénoelg tov Avénpévn Yrovatproupia'® | Metafoikd
uetofoliouod kar | emmédov opeén, , ZoKyopOdng cOvdpopo®
¢ Opéymg prydvkepidlov | avénuévn AwBrng'?,
opov'®? yAvkoln oipatog | Emdsivoon
AVERGELS TG oe npodmépyovtog
oMKAg vrepyAvkoukd | Staprtn
YOANGTEPOANG eninedo®’
(xvplog LDL
xoAnotepding)"!
,30
Mewwoelg g
HDL
yoAnotepding'”
', aognon
Bépouvg®
Poyrotpixés Avopaia dvelpo YnavoBacio kot
010TOPOYES Kot EQLAATEG, GYETIKEG
AVToKTOVIKOG AVTIOPACELS OTMG
OEAGLOG KO oAl KOTG TOV
OVTOKTOVIKT]| VVO Ko
ovumeprpopd 2 oyenilOuevn pe
oV VTVO
STPOPIKN
dwtapayn
Aazopayés tov Z&m* ', Avoapdpio Yracpoi!,
vevpuod vovnio® ', ZHvdpopo
OVOTHUATOS Kepohayia, avoLY®V
E&omupopudikd mod®v, Oyun
cvpmtdpoTe’ ! dvoxwvnoial’,
Zvykomi e
Kapdiaxég Toyvrapdio’, [apdracn tov
010TOPOYES AicOnpa Sl0oTNHLOTOG
naku(bvB QTI,IZ, 18
Bpodvkopdia
OpBalpurés Oaumn 6pacn
O10TOPOYES
Ayyeraxég OpBoototikn Drefucn
S10TOPOYES vrdTaon*'e Opouposuforn’
Mwazapoyés tov Avonvola® Pwitida
OVATVELGTIKOD
OLOTHUOTOS, TOV
Owpara kar Tov
ueaoBwpaxiov
Aiazapoyéc tov Enpooctopia Avokootta, | Avopoyio’ IMoykpeatinda',
YOOTPEVTEPLKOD dvomeyia, Evtepin
éuetoc® amdppa&n/Eihedg




Katmyopia oAb Xvyvéc Yoyvég Oy Zoyvéc Xadavieg Mo Xmavies | Mn I'vootéc
Opyavikov
ZUOTINHATOS
Arozopaoyés oo Avénoeig g Avénoelg g Tktepog’,
NIOTOC KO TV OUVOTPOVGPEPE | AOTOPTIKYG Hrortitida
XOAN@Opwv ong g QUVOTPOVCPEP
olovivng opov dong opov
(ALT)* (AST)?
Avénoeig tov
EMMEd®V NG V-
YAOUTOUVATPOVG
pepaong
(gamma-GT)?
Awatapayéc tov Ayyeooidnuoe’, | ToEikA
0épUOTOS KOl TOD XHvdpopo Emdeppkn
VITOIOPLOV 16TOD Stevens- Nekpoivon,
Johnson® IoAdpopeo
Eponpa
Aozapoyés tov Papoopvorvon
[OOKEAETIKOD
OVOTHUOTOS KO
TOV GUVOETIKOD
10700
Aozapoyég twv Kataxpdnon
VEQPWV KA1 TWV 00pwv
0VPOPOPWV 05V
Koraotaoeis g >Hvdpopo amd
KONong , e amdcvpon
Aoyiag kou e QopuaKoL TV
TEPIYEVVTIKNC veoyvav®!
TEPIOIOD
Aroopaoyés tov TeEovahkn| [pomopog,
oVaTOPAYOYIKOD dvciettovpyia yYoroktdppota,
OVOTHUATOS KOl oldN Lo LooTOV,
70V UAOTOD droTopoyég
EUUIVOL POONG
Tevikég Sountdpoto ‘Hma Kaxonfeg
O10TaPOYES Kal otépnong (dwk | eEacBévion, VELPOANTTIKO
kotaotdoeg e | omig)"’ TEPLPEPIKO cvvdpopo’,
0000 yopijynong oidnpa, voBepyio
evepebiotoTa,
nope&ia
Hopoxlivikég Avénoeig g
eletaoels POCPOKIVAGNG
g Kpeativig
aipatoc™

! 1. B\ mopdypogo 4.4.

2 2. Mmopei va gppavicbei vrvniia, coviog katd Tig dbo TpmTeg fooNddes TG Bepaneiog, TOV YeEVIKA VITOXMPEL
HE TN CLVEYLGT TG XOPNYNONG TG quetiapine.

3 3.  Aovuntopotikh adénon (netoforn and o puotoroyikd Eog >3x ULN cg onotodnmote ypdvo) TV enmnédmv
TV Tpavoapvacov tov opol (ALT, AST) 1 teov emmédwv g v-GT, £xet mapatnpnfei oe opiopévoug acbeveig
6T0VG omoiovg yopnyNnOnke quetiapine. Avtég ot awénoelg Ntav cLVHBOS AVASTPEYILEG LLE T GLVENLOT] TNG
Bepameiag pe quetiapine.

4 4. Onwg pe GAA0 avTyuyOoKd Tov anokAgiovy Toug al-adpevepykodc vmodoyeic, n quetiapine pmopei yevikd va
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5.

TPoKoAEGEL 0pHOGTATIKY VTOTAGT 08 GLVIVAGHO e (AAN, Tayviapdio Kol 6€ OpLopéVous acbeveic cvykom,
Wuitepa katd v Evapén g Bepamneiog (BA. mapdypagpo 4.4).

O VTOAOYIGHLOG TG GLYVOTNTOS VTV TOV AVETIBOUNTOV EvEPYELDV Paciotnke LOVO ot oTotyeio mov
GLYKEVTPOON KAV PETA TNV KuKAo@opia TV dioKimv quetiapine ApECNG ATOOECUEVONC.

6—T"Avkoln o610 aipa petd and vnoteio =126 mg/dL (=7,0 mmol/L) 1 yYAvkdln oto aipa yopig vnoteia
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>200 mg/dL (=11,1 mmol/L) tovAdyictov o€ pio mepintwon

AvEnom oty avoroyio g dSvceayiog pe quetiapine EVOVTL TOL EIKOVIKOD QapUAKov TapatnpninKe otig

KAMVIKEG HeAETEG o8 SMOAKT KOTAOAy).

Baoel >7% avénong tov copatikod Bapovg and v évapén. Epeaviletol otovg eviiikeg Kupimg Katd v
duapkela TV TPATOV ERdopddmv T Beponeiog.

Ye o&elec KMvikég peléteg povobepamneiog eAeyyOLEVES LLE EIKOVIKO PAPLOKO, 01 0Ttolec a&loAdyncay ta
GUUTTONOTO SLOKOTNG, TO 0KOAOVOO CLUTTOATO GTEPNOTG TAPATPNONKAY o cLYVE: abmvia, vouTia,
kepahalyio, Sdppota, £petoc, LoAn kot evepebiotdta. H cuyvotnta eppdvions autdv Tov avidpiosmy
pemdnke onpovtikd 1 efdopdda petd Ty dtakon.

TpryAokepidro>200 mg/dL (=2,258 mmol/L) (acBeveic>18 etdv) 1 >150 mg/dL (>1,694 mmol/L) acOeveic<18
£TMV) TOVAGYLIOTOV GE pia TEpinT@oN

XoMotepoin>240 mg/dL (26,2064 mmol/L) (acBeveic>18 erdv) | 2200 mg/dL (=5,172 mmol/L) acBeveic<18
£TMV) TovAdyotov oe pia tepintmon. Exet modd cuyvé mapatnpnBel avénon g LDL yoAnotepding

>30 mg/dL (=0,769 mmol/L). H péon petafoin avdpeca otovg acheveig mov mapovsiacay avti tny ovénon
Nrav 41,7 mg/dL (>1,07 mmol/L).

BA. keipevo mapakdto

Awonetého <100 x 10°/L tovAdyiotov o¢ pia mepintoon

Bdoetl avagopdv avemiBounTmv EVEPYEIDV G€ KAVIKEG LEAETEC OTTOV 1 ADENON TG POCPOKIVACTS TG
Kpeatvivng oto aipa dev oyetileton pe Kakonoeg vevpoAnmtikd chvopopo

Eninedo mporaktivng (acheveic > tav 18 gtdv): >20 pg/L (>869,56 pmol/L) dvopeg : >30 pg/L (>1304,34 pmol/L)
Yuvaikes 6€ OTOLONTOTE OTIYUN.

Mrmnopel vo 0dny1|0EL GE TTOCELG.

HDL yoinotepoin: <40 mg/dL (1,025 mmol/L) évdpeg:<50 mg/dL (1,282 mmol/L) yvvaikeg o€ onoladnmote
oTypn.

Soyvomta eppaviong acbevav mov giyav petafoin tov QTc amd <450 msec oe >450 msec pe advEnon >30 msec.
Y pueléteg quetiapine eAeyYOUEVEG LLE EIKOVIKO PAPIOKO 1] LEST) LETAPOAN KOL 1] CLYVOTITA ELPAVIONG TV
acBevav Tov iyov petafforn) o€ KAVIKG onuavtiko eninedo sival Tapdpolo avaleso oty quetiapine Kot to
EIKOVIKO QAPLLOKO.

Metatponn) amd >132 mmol/L oe <132 mmol/L tovAdyiotov o€ pia mepintmaon

[Tepmtdoelg 0VTOKTOVIKOD 1€0GHLOD KOl VTOKTOVIKNG GUUTEPLPOPES Exovv avapepBel katd T dtbpkreta
Bepameiog e quetiapine 1 apéowg petd ™ draxont| g Oepanciog (BA. mapdypapo 4.4 kon 5.1).

BA. mapdypago 5.1

Mewopévn apoceatpivn ota < 13 g/dL (8,07 mmol/L) otovg Gvdpeg, ota < 12 g/dL (7,45 mmol/L) otig yovaixkeg
EULPAVIOTNKE TOVAGYIOTOV ia @opd oto 11% TtV acbevdv Kovetianivng oe OAeg TIG PEAETEC,
GUUTEPIAAUPBAVOUEV®V TOV TOPATACEDY e avolKTh entonpovor). 't 'avtovg tovg acBeveig, n péon péylot peimon
g ouposapivng avd mdoo otiyun, nrav -1,50 g /dL.

Avtég o1 avapopés cuyvd cuppaivovv ota mhaicla Toyvkapdiog, LaAng, opfocTaTikig VTOTACNS KAV VITOKEILEVNG
KOPOLOKNG /0VOTVELGTIKTG VOGOV

Me Baon tig petaforéc omd T GLGLOAOYIKY OPYIKY TN GE SUVITIKA KAVIKG GTLLOVTIKY] TULT OO0 TOTE GTUYLN|
petd v évoapén oe Oheg TG perétes. O petaforég oty ohkn Ta, oty eAevBepn Tu, oV ohwn| Ts kot otV
elevBepn T; opifovtar g <0,8 x LLN (pmol / L) kot 1 petaporin tov TSH eivar> 5 mIU / L, avé wéoa otryun

Me Baon v adénon Tov Toc06ToH TOL EUETOV GE NAMKIOUEVOLS acbeveis (NAkiag > 65 eTdv).

Me Béon ) petaBoAn ot ovdetepdpiha and > = 1,5 x 10™/L xotd v évapén oe <0,5 x 10” L & onowadfmote
otypn kotd tn Sidpreia g Oepaneiog kon pe Paon toug acdeveic pe coPapr| ovdeteponevia (<0,5 x 107/L) xon
Aolpoén Katd ™ ddpKel OAOV TOV KMVIKOV peleTdV TG quetiapine (BA. Toapdypoeo 4.4).

Me Bdon 11 petaforéc omd T GLGIOAOYIKY OPYIKY| TN GE SUVNTIKA KAVIKGE GTLLOVTIKY] TULT) OO0 TOTE GTUYLY|
peth v évapén o Oheg Tig peréteg. Ot petaPoréc Tov nocvopilov opilovion og >1x 10 kotrapa/L og
000N TOTE YPOVO.

Me Baon tig petaforéc omd T PLOIOAOYIKY OPYIKT TN GE SUVNTIKA KAVIKG GTLLOVTIKT] TUUT OO0 TOTE GTUYUT|
netd TV évapén oe OAeg Tig pedéteg. O petaBoréc WBC opilovtar ag < 3x10™ kdttapa/L 6e onotodfmote xpdvo.
Me Bdon avoapopég avemBountoy evepyeldv Hetafolkod cuvdpOUov omd OAEC TIG KAVIKEG MEAETEG LE TNV
quietapine.

Ye opiopévoug acbeveic, Tapatnpnnke ot KAVIKEG HEAETEG EMOEIVMOOT TEPIOTATEPMV TOL EVOG LETAPOAMKADV
mapayovimv Bapovg, yAukoding aipotog Kot Amdiov (BA. Tapdypogo 4.4).

BA. mapdypago 4.6



32. Mmnopsi va epoaviotel katd tnv Evapén 1 covtopo pHetd v Evapén g Bepaneiog Kot va cuoyeticbei pe vedtaon
kaun ovykont]. H cuyvotnta faciletatl og avapopég avemBopuntov coppdviov Bpadvkapdiog Kot oyetilopevav
ovppdavtov og OAeg TIC KAMVIKEG HEAETEG e TNV quetiapine.

[eprotatikd mapdraong Tov QTc daotatog, KotMokng appvduiog, apvidiov Bavitov,
KOPSIOKNG OVaKOTTNG KOl KOTALOKNG Toyvkapdiog dikny putidiov (torsades de pointes) éyovv
avapepOel LETA a0 XPHON VEVPOANTTIK®Y Kot 0em®podvial amoTeAEGOTO TS KATIYOPLog
avThg TV eopuakov (class effects).

Hodratpikoe minbuopde
O1 101eg avemBOUNTEG EVEPYELEG TTOV AVOPEPOVTUL TOPATAV®D Y10 TOVG EVAMKES TPETEL VAL

ANeBovv v’ GYM Ko Yo To TodLd Kot Tovg £prfovg. O akdrovBog mivakag cuvoyilet Tig
avemBOUNTEG EVEPYELEC TTOV EUPaVILOVTOL GE PLEYOADTEPT KATYOPiol GLYVOTNTOC GE TodLd
Kot £pnPovg acbeveig (MAkiag 10-17 et@v) amd 6T 6TOV EVAAIKO TANOVGUO 1 TIg
avemBounteg evépyeleg Tov dev Eyovv mopatnpn el 6Tov evijAiko TAnbuoud.

Mivaxog 2 AvemOopnteg evépyseieg 6€ TodLd Kon @rfovg mov £ovv cvoyeTIGOEL
ne Ogpomeio quetiapine kon Tapovoidlovrar pe VYNAGTEPT CVYVOTNTA GE GYECT NE
TOVG EVIIAIKEG, 1] 0€V OLOTIOTOON KAV 6TOV TANOVONRO TOV EVIAIK®V

H ocuyvomto eppdviong Tov avemtdiunTtov eVEPYEIDY KOTATAGGOVTIUL GOUP®VO UE TO
akoAovBa: Told cuyvég (=1/10), cuvhBeig (=1/100, <1/10), acvvnbeig (=1/1000, <1/100),
onavieg (=1/10.000, <1/1000) ko Told ondvieg (<1/10.000).

Kotnyopia Opyoviked Xvotipatog o0 Xvoyvéc Yoyvég
A10Tapoyés Tov EVOOKPLVIKOD Avénoeig g mporaktivig'
OVOTHUOTOS
Aworapoyés tov uetofforiouod kol e AvEnuévn opeén
Opéymns
A10T0poyéS TOD VEVPIKOD TVOTHUOTOS EEomvpopdikd countdpate™* | Tvykomn
Ayyerorég dratopoyés AvENoELG TNG 0PTNPLOKNIG

nigong’
Awatapoyéc oo avamvevaTiKobd Pwitida
ovoTHuaTog, T0V Bwpaxa Kol TOV
1ecoBwpakion
A10Topoyés T00 YooTPEVTEPIKOD "Epetog
TeviKég d10Tapoyes Kol KOTAOTATEIS THS Evepediotomrta’
0000 yopiynong

1. Emineda mporaxtivng (acbeveic<18 gtmv): >20 pg/L (>869.56 pmol/L) dvtpeg, >26 ng/L
(>1130.428 pmol/L) yvvaikeg omoadnmote otryun. Arydtepo omd 1% tov acbevov giye pia
avénon Tov emmédwv TpoAaktivig >100pg/L.

2. Bdoet petafordv Gve Tov KAVIKOG GNULAVTIKOD 0piov (TPOCOPIOGLEVO OO TO, KPLTHPLOL TV
EBvikav [Spopdtov Yyeiog) 1 avénoemv >20mmHg yia cuotolkn 1| >10mmHg yio Stactolikn
OPTNPLOKT TLECT] OTOLOONTOTE OTIYUN G€ dVO peAéTeg o&eiog paong (3-6 efdonddmv) ereyyOeveg
LLE EIKOVIKO PAPLOKO GE TOLOLE Ko EQ1ovg.

3. Znueioon: H ovyvémra gival oe cupemvio e aDTAY OV TOpaTPEITUL GE EVAAIKEG, OAAG UTOPE]
VO GUVOEETAL [LE OLOPOPETIKEG KAMVIKEG EMITTMGELS G€ TOdd Kot EPNPOVG 6 GVYKPLOT LLE TOVG
EVNAIKEC.

4. BA. mopdypogo 5.1.

Avo0opd THavoAOYOVUEVOV QVETBVUNTOV EVEPYELDV



H avagopd mbavoroyodpevmv avemBountev evepyeidv LETE omd T Yoprynon Goelg
KUKAOPOPIaG TOV QUPLOKEVTIKOD TPOIOVTOG eivan onpavtiky. Emitpénet ™ cvveyn
TOPOKOAOVON O™ TNG GYECTG OPELOVG-KIVOUVOL TOV POPUAKEVTIKOD TPOTOVTOS. ZnTeitol amd
TOVG EMAYYEAUATIEG TOL TOUEN TNG VYEIOVOUIKNG TEPIOAAYTG VO AVAPEPOVY OTTOIEGONTTOTE
mBavoroyoOuEVEG avemBVOUNTES EVEPYELEG LECW TOU €BVIKOU cuoTthpatog avadopdg:

ElAdda Kompog

EBviké Opyaviopd @apudxov, Dappoaxevtikég Yanpeoieg
Mecoyeimv 284, Yrovpyeio Yyetog

GR-15562 Xorapyoc, CY-1475 Asvkowoia

ABnva, TnA: + 30 21 32040380/337, Dag: +357 22608649

®ag: +30 21 06549585, Iotétonog: www.moh.gov.cy/phs

Iotétomog: http://www.eof.gr

4.9 Ynepoocoroyia

2UURTOULOTO
Tevikd, To onpeio Kot To GLUTTMOIATO TOV AVOPEPON KAV NTAY AVTE TOV TPOKVTTOLV T

TNV EN{TOON TOV YVOGTOV QOPUUKOAOYIKOV dpAGE®MV TG OPACTIKNG 0VGIag, ONAAdN
MBapyog Kot KOTAGTOAN, Tayvkapdic LIOTACT) KoL OVTIXOAVEPYIKES Opdoels. H
vrepdocoroyia Bo propovoe vo 0dnynoet og Tapdraot tov daotiuotog QT, onacuovg,
EMNTTIKN KATAGTAGT, POOOUVOAVGT, AVOTVEVGTIKT KATAGTOAN, KOTAKPUTNON 0VPQV,
GLYYLON, TOPAA PO, KUY d1€yepon, KO Kot Odvarto. Acbeveig pue Tpoimdpyovca
cofapn Kopdloyyelakr vOco evOEETOL Vo avTHETOTILOVY avEnuévo kivouvo amd v
emidpaon g vepdocoroyiag. (PA. mapdypapo 4.4: OpBootatiky| vroTaoT).

"EAgyyoc tnc vtepdocoroyiag

Agv vrdpyel 101k avtidoto Yo TNV quetiapine. Xe TepmTMoelg coPfapnv onueionv, Oa
npémnel va eEETALETOL TO EVOEXOUEVO EUTAOKNG KO GAADY GLUYYOPTYOVLEVOV QOPLAK®OV KO
OLVIOTATOL 1] MY HETPMV EVTATIKNAG TOPUKOAOVON GG, TEPAapPavoprévng g enitevéng
K0l O THPNONG AVOIKTAOV TV OEPAYOYDV, TNG EACPAAMONG EXAPKOVE 0EVYOVMONG Kot
OEPIOUOV KL TNG TOPOKOAOVONGNG Kot VITOGTAPIENG TOV KOPSLUYYELLKOD GLGTILLOTOC,

Me Bdion ) dnpocievpévn Piaoypapia, ot acbeveic pe mapoainpnua kot Siéyepon Kot
AOIAUPIOPNTNTO AVTLYOMVEPYIKO GOVOPOLO HUTOPOVV VO avTIUETOTIGO0VVY e 1-2 mg
@voooTiypuivig (vd cuveyn mapakorovdnon péow HKT). Aev cuvietdton g moryo
Oepaneio, Adym mBavig apynTIKNG EMISPAONS TNG PLGOCTIYUIVIG OTNY KAPILOKN
ayoyyotta. H pusootiypivn umopel va ypnoiponombet ebv dev vdpyovv TapekkAoelg
o010 HKT'. Mn ypnoyomoteite T pucootiypivn o€ tepintmon ducpubudv, oroladnmote
LOPOPT KapSOKOD OTOKAEIGHOD 1 61evpLVGT ToL cuUTAEYHatog QRS.

ITaporo mov dev Exet diepevvnBel 1 enidpacn ond TV TOPEUTOICT) ATOPPOPNONG TOV
Qopudxov oe nepintmon vepdocoroyiag, Ouo tpénet va e€etachel To evdeydpevo
TPOYUATOTOINGNG YUOTPIKNG TAVOTG G€ cofapt) onAntnpioot Kot av givol Suvatov va
npoyuatorombei evtog piog dpag amd v Katdmoon. [pénet va e€etaletal n xoprynon
gvePYOL GvOpaKa.

Xe TepImTOoels vtepdocoroyiog Le quetiapine, n avBektikn vdtaon Oa mpénel va
aVTIHETOTICETOL LE TO KATAAANAO LETPA, OTTMG 1] EVOOPAEPLO YOPTYNoN VYPGBV KOUN
cupumadnTIKouMTIKGOV Qoppakoy. H emtveppivn kot n viorapivy Ba tpénet va
amoPEVyoVTaL, ETEWON 1 01EYEPON TOV B VTOSOYEWV UTOPEL VO EMOEWVADGEL TV VITOTOUGCT] GTO
TA0IG10 TOL EMAYOUEVOL aTtd TNV quetiapine amOKAEIGLOD TMV 0 VITOS0YEMV


http://www.eof.gr/
http://www.moh.gov.cy/phs

H otevn wtpucn emtmpnon kot topakorovdnon Oo wpénet va cuveyiletar péypt va
avappmOceL 0 acBeVC.

5. DOAPMAKEYTIKEX IAIOTHTEXZ
51 ®appokodvvopikéc 1010TNTES

DopuakobepoamentiKn Katnyopia: Avinyoymoikd, owalenives, oaleniveg kKot Osraleniveg
Kmduwog ATC: NOSA HO4

Mnyaviopog dpdong

H quetiapine givo £vag dtomog avtiyuymoikog tapdyovtac. H quetiapine kot o dpaotikdg
™G HeTaPfoAitng mov avevpickeTal 6T0 TAAGHLO, nor-quetiapine, AAANAETOPOVV e Eva
€upv pdopa vevpodaPifactikdv vrodoyémv. H quetiapine kot 1 nor-quetiapine
epPavifouv ouyyévela TPog ToLG VITOdoYElG TG cepotovivng (SHT,) otov gyképairo, Kot
Tovg Vodoyeig Dy kar D, g viomapivng. Avtog axpifdg 0 GUVOVAGIOG AVTUY®OVIGHOD
TV LTOSOYEMV, UE VYNAOTEPT EKAEKTIKOTNTA TTPOG TOVG viodoyeig g SHT, o oyéon ue
ToVg Vodoyeig Dy, motedetarl 61t GUUPBAAAEL OTIC KAVIKES OVTIYLYMGIKES 1010TNTES TOV
Seroquel kot oV pikpn TOAVOTNTU ELEAVIONG AVETIOVUNT®V EVEPYELDV OO TO
eEOMUPOUISIKO GVOTN A GE GUYKPLOT| [E TO, KAAGGIKA avTiyuy®otkd. H quetiapine kot m
nor-quetiapine dev gpeovifovv agloonpeimtn GVYYEVELN TPOG TOVS VITOSOYELG TMV
Beviodalenvav, oAl VYNAN GLYYEVELN TPOG TOVG IGTOLUVIKODS KOl TOVG 0 AOPEVEPYIKOVS
VIOJ0YEIC Kol LETPLOL GLYYEVELD, TTPOG TOVG Olx AOPEVEPYIKOVS LIodoyeic. Emiong, n
quetiapine &yet yonAn N Kopio cuYYEVELR TPOG TOVG LOVCKAPIVIKOVG VITOSOYELS, EVM 1) NOT-
quetiapine £yl HETPLO £OC VYNAN GLYYEVELD TTPOG SLAPOPOLS LOVGKAPIVIKOVS VITOSOYELS,
70 0moio Oa pmopovoe vo, eENYNGEL TIC AVTIYOAVEPYIKES (LOLCKaPIVIKEG) Opdoels. H
ava.oTOAN TOL petapopéa g vopemveppivng (NET) kot 1 pepikn ayovieTikn dpdor oTig
0¢oeig SHT1A and ) nor-quetiapine, Umopel va GUVEIGOEPOLY GTN BEPUTEVTIKY
aroteleopatikotnta tov Seroquel XR mg avtikatadiimticov.

Dapuaxodvvaukés Spboetg

H quetiapine ivot pactiki o€ SoKIHAGIEG EAEYYOV TNG OVTIYLY®GIKNG dpdiong, OTwS 6TV
eEaptnuévn amouyn. Eniong avactéAiet T 0paon ToV ayovIGTOV TNG VIOTOUIVIG,
UETPOVUEVT EITE GE GYECT LLE TN GUUTEPLPOPAL, EITE NAEKTPOPVCIOAOYIKA, KOl CVEAVEL TIG
OUYKEVIPAGCELG TV PETOPOMTMV TNG VTOTMAUivNG, TOL amoTeAEl VELPOYNKO deikTn
oamoxkAelopob Tv D2 vrodoyéwy.

Y& TPOKAVIKEG LEAETEG YL TNV TPOPAEYT EUOAVIONG 1 U1 EEOTLPASIKOV GUUTTOUATOV,
1 quetiapine S10QEPEL ATO TAL KAOGOIKA VT LYOGIKA Kot ERLpaviletl Eva dTumo
eoppakoroyikd mpogid. H quetiapine dev mpokaiei vrepevaicincio Tmv vrodoyéwv D, g
vTomapivng Hetd amd ypdvia xopnynon. H quetiapine mpoxaiel povo eAagpd Kotoinyio o
d00¢g1G IKavES v, amokAgiocovy Toug vrodoyeig D; g viomapivng. H quetiapine
TOPOVGLALEL EKAEKTIKOTNTO TPOG TO UETULYUIOKO CVGTNLOL, TPOKAADVTAG OTOTOAMTIKO
OTTOKAEIGUO TOV LEGOUETALYMAKDY OAAG OYL TOV LEAOVOPUPOOTMV VIOTOUIVEPYIKOV
vevpavev, petd and ypovia yopnynon. H quetiapine emdeikviel ehdyiot tpodidbeon yia
dvotovia og mBNKovg NG owoyévelag Cebus, mov gvatsOnToromOnkay e alomepldoOAn 1
7oL dgVv elyov AaPel dGAla eapuaxa, Letd amd ofeia kot xpovia yoprynon (BA.

Tapdypoeo 4.8).

Khvikn anotelecuotikdtnta

2yiloppéveio,

H amoteleopatucotta tov Seroquel XR otnv Bepaneia e oyloppévelag anodeiydnke o
po perétn 6 efdopddmv eheyydpevn e elkovikd eAaprako og acbeveic Tov mAnpovsay To




DSM-1V kputiipla yio oyiloppévela Kot oe o eheyyOpevn Le Spactiki ovsio HeAET
uetapopdg amd Seroquel dueong amodécuevong o€ Seroquel XR o€ khvikd
otobepomomnpévoug eEmvocokopelokois acbeveig pe oxloppévela. H kbpla mapdpetpog
€KPaong otV ELEYYOUEV LLE EIKOVIKO QAPLOKO LEAETN NTAV 1 LETAPOAT TG GLVOAIKNG
Babuoroyiog g kiipakag PANSS oand v tiun avaeopds otnv telkn extipnon. To
Seroquel XR yopnyovuevo oe docoroyia 400 mg tnv nuépa, 600 mg v nuépa kot

800 mg TNV NUEPU CLOYETIGTNKE LE OTATIOTIKA GTIOVTIKT PEATIOOT TOV YOXOTIKGOV
CUUTMTOUATOV CLUYKPLTIKE Le TO e1koviKo @dpuako. To péyebog g dpdong tov 600 mg Kot
800 mg ftav peyarvtepo and tn d06on teov 400 mg.

Ymv pio 6 efdopadwv eAeyxOUeEVN Le dPACTIKN ovcio HeAETn adhayng 1) Kopla
TOPALETPOG EKPaong NTav 1 avaroyia TV achevdv mov £0e1Eav amovoia
OmOTELECULATIKOTNTOG dNAadT awTol Tov diékoyay v Oepameia ¢ peréng Aoyw
OTOVGIOG AMOTELECATIKOTNTOG 1) 0VTOL TV OTTOI®V 1) GLVOAIKT Pabuoioyio Tng KAlpoKag
PANSS av&nbnxke xatd 20% 1 teptocdtepo and Ty Tuyoonoinon oe Onole EnicKeEy.
Ytovg otabepomompévoug acbeveic pe Seroquel dueong anodéouevong 400 mg péypt

800 mg, 1 amoteElecUATIKOTNTO dlaTnprONKe OTav o1 acbeveig aAlatav otny avtictoyn
d0om tov Seroquel XR yopnyoduevn pia @opd tv nuépa.

e pia pokpoypovn perétrn o otabepomompévong acheveic pe oyilloppévela Tov
ouvéyioav t Oepaneia pe Seroquel XR yia 16 fdouddec, to Seroquel XR ftav wo
OTOTEAEGLLATIKO AT TO EIKOVIKO QAPLOKO 6TV TPOANYN TV vIroTpon®y. O
ovapeVOEVOS Kivouvog vtotportdv petd and Bepaneio 6 unvav ntoav 14,3% yio v opdda
otV omoia yopnyndnke Seroquel XR og cuykpion pe 68,2% yia to gtkovikd eappoxo. H
péon d6om Nrav 669 mg. Agv vanpyav EMITALOV EVPNHATO AGPAAELNG TOV Vo oyeTilovTal
ue v Bepomeio pe Seroquel XR yia dtotua €mg 9 unveg (néon tun 7 unveg). Idwitepa,
ue v paxpdypovn Bepaneio pe Seroquel XR dev avénbniay ot avemBdunteg evépyeleg
mov oyetifovton pe 10 eE@mupapudiKd GuoTNUA Kot TV avénon Tov Bapoug.

Miwodikn drazopoyn

2ty Bepaneio PHETPiOV £MC GOPUPOV LOVIOK®OV ETEIGOOIWMV, G€ 000 HUEAETEC
povoBepamneiog, To Seroquel £6e1Ee KOAOTEPT| ATOTELECUATIKOTITO OTTO TO EIKOVIKO
QAPLOKO OTNV EAATTMOGN TOV LAVIAK®OV CUUTTONATOV o€ 3 kal 12 gfdouddes. Xe pia
CUUTANPOUATIKY HeAETN 3 EfSOUAd®V amodeiydnke TEPAITEP® 1) CNUAVTIKOTEPN
amoteieopatikotta Tov Seroquel XR évavtt Tov gikovikov eappdkov. H docoroyia Tov
Seroquel XR xopovotay and 400 £mg 800 mg/muépa kot 1 pwéon docoAroyio fTay Tepinov
600 mg/muépoa. Ta oToryeio Tov apopovVv TV GuyyopnyNnon Tov Seroquel pe divalproex 1
AlB10 oto 0&€a péTpia £mc coPapd paviakd engilcddla oe 3 kot 6 efdopndadeg etvar
TEPLOPICUEVE, MGTOGO 1 Bepameia cuyyoprynong nrav kaid avektr. To otoyeio £de1&ov
afpototikn dpdon v 3n efdoudda. Mia devtepn pHeén dev amédeie o abpoloTikn
dpdon v 6m gfdopada.

Xe pio KAMvikn pelétn, o€ acBevelg pe katabMntikd encicodio o dimohkn I 1 11
dwatapayn, To Seroquel XR 300 mg/muépa £6€1EE OVATEPT] OTOTELECUATIKOTITO, OO TO
EIKOVIKO QAPLOKO ot peiwon tng cvvolikng Babuoroyiag MADRS (kiipaxo a&loddynong
¢ KatdOlyng tov Montgomery-Asberg).

Ye T€00EPIC EMMALOV KMVIKES LEAETES L quetiapine, pe Siapketa 8 fdonddes oe acheveig
pe pétpra £og cofapd karabimtikd eneicddia o dSuroiwn 1 1 11 dwatapoyn, To Seroquel
IR 300 mg ko 600 mg NToV GNUAVTIKG AVATEPO OTO TO EKOVIKO QAPLLAKO TOV
yopnynOnke otovg acbeveig yia Tig oyeTikég petpnoelc Ekfaocng: péon Pertioon ot
MADRS kot y1o tnv amoxpion opilopevn mg tovidyiotov 50% PeAtioon ot cuvolikn
Babuoroyia MADRS wc¢ mpog v apyikn. Aev vipye dwpopd oto péyebog g
OTOTELECLATIKOTNTOG AVApESH 6ToVg acbeveic mov mpav 300 mg Seroquel IR kot 6g
aVTOVG TOL TPV door 600 mg.



e 600 amd VTG TIC LEAETEG, OTN PACT GLVTIHPNONG, amodeiyOnKe 4Tl pakpdypovn
Oepomeio o acbeveic mov avtamokpibnkay oto Seroquel IR 300 1 600 mg rav
OTTOTELEGLLOTIKT] GLYKPLTIKE [LE TO EIKOVIKO PAPLAKO OGOV 0pOPA GTO KOTOUOATTUC
CUUTTOUOTA, AALA Oyl OGOV APOPA GTOL LOVIOKE GUUTTMOUOTOL.

e 000 PEAETEG Y10. TN TTPOANYT] TV VTOTPOT®V OOV a&loAoynOnie N quetiapine o€
oLVVOLAGLO LE otaBepomomTég TG O1d0eons, o aoOeveiG e paviakd, KOTOOMTTIKA
EMELGOO10. 1] LUKTA ENELGOOL0, O GLVIVAGKOG e quetiapine Tay KOADTEPOG Ao TN
povobepameia pe otabepomontég tng ddfeonc mg mpog v avENoT Tov ¥POGVOL UEYPL TNV
VTOTPOTT) OTOLOINTOTE EMELGOHIOV (Haviakov, puktov 1 kKorabiurtucov). H quetiapine
yopnynOnke 6v0 Popéc v nuépa suvoikd 400 mg £wg 800 mg v nuépa cav Bepancio
cuyyopnynong pe Abio 1 valproate.

e pio Toyonomoupévn LeAétn dudpkelag 6 fdopddmv Abiov kar Seroquel XR évavtt
giovikov papudrov kat Seroquel XR o evilikeg aicOeveig pe o&eia pavia, 1 d10@opd g
péong Peitioong g Pabuoroyicg YMRS (khipaxo fadporoyiog g poviag tov Young)
peta&v g opddog Tpochnkng Tov Abiov Kot TG opddag TPosHNKNG TOV EIKOVIKOD
Qappaxov NTav 2,8 povades kat 1 dapopd 6to % TOc0GTO TMV OVIUTOKPOEVTMV
(op1lopevo wg 50% Pertioon amod v apykn Pabuoroyic YMRS) qtav 11% (79% otnv
opado TpocsOnkmng tov Abiov Evavtt 68% otV opdda TPOGONKNG TOL EIKOVIKOD
QOPUAKOV).

e pio pokpoypovia peheétn (péxpt 2 xpovia Bepameia) 0mov a&roroyhOnke n TpoOANY”M
VROTPONMV € 0COEVEIG [LE LOVIOKA, KOTOOAMTTIKE 1] LKTA EMEICOS10 1) quetiapine fTav
KOADTEPN OO TO EIKOVIKO PAPUAKO MC TPOG TNV ADENGT TOL ¥POVOV UEYPL TNV VITOTPOTN
0TO10VONTTOTE EMELG0S10VL (LOVIOKOD, UIKTOV 1} KOTOOAMTTIKOD), 08 000eVEIC [1E OTOAKN
Swatapayn 1. O apBpog tov achevov pe emelcddia didbeong rav 91 (22,5%) otnv opdda
g quetiapine, 208 (51,5%) otnv opdda Tov giKovikov @apudiov kot 95 (26,1%) omnv
opado Bepameiog pe Ablo avtiotorya. Le acbeveig mov avramokpifnkov otnv quetiapine,
otav £yve GUYKPLoN TG cuvEylong Bepameiag pe quetiapine pe v aAlayn Oepaneiog oe
A0, Ta amoteléopata vVTodeikvvo OTL 1| aAlayn Bepaneiag o AiBlo o€ paivetal va,
GUVOEETAL LLE TNV AOENOT] TOV YPOVOL LEXPL TV VIOTPOTY| TOV ENEIGOdImV 0160e0mC.

Meilova koraBlirtia enecioodia oe Meilovo KarabOlimrixy Arocopoyn

e 000 Bpayvypovieg (6 efdonddeg) peréteg eviaydnioy acbevels mov siyov emdei&et
OVETOPKT] OVTOTOKPIOT) € TOLAAYIGTOV éva avtikoTadAmtikd. To Seroquel XR 150 mg kot
300 mg/muépa, yopnyovpevo mg emnpdcsbetn Bepancio otn cvveyldpevn
avtikatabmrtikn Oepomeio (QpITpTTLAIVY, BoLTTPOTIOVY, GlTOAOTPAUT, VTOVAOEETIVN,
EGLTAAOTPAUN, AovOEETIVN, Tapotetiv, oepTpaiivn 1| Peviapa&ivn) enédeiée
avVOTEPOTNTA EVOVTL TNG povobepameiog e avTikatabMmTiKG ot teioon Tov
KaTAOMTTIKOV cupntopdtov Onng HeTpidnke and ) PeAtioon g GLVOAMKNG
BaBuoroyiog otn MADRS (péomn petafoin eloyiotov TETPOYDOVOY EVOVTL TOV EIKOVIKOD
eoppaxov 2-3,3 fabuot).

H pokpoypdvio amotehespatikoOtnTo Kot ac@drelo o acbeveic pe peilova Katabiumtikng
Swatapoyn oev €xel alohoynel wg emmpocHetn Bepaneio, ®OTOGO N HOKPOXPOVIL
QOTEAECLLATIKOTNTO KOl 0odAeia Exel aloroynfel o eviAkoug acBeveig mg
povobBepamneia (PA. TapaKAT®).

Ot axdrovbeg peréteg TpaypatonomOnkav pe Seroquel XR wg povobepaneia, wot660 T0
Seroquel XR gvdeikvoton pdvo yuo ypron wg emmpdcdetn Bepaneios:

e Tpelg and T1g téocepig Ppayvypovies (uéxpt 8 efdouadec) peréteg povobepamneiog, o€
aocbeveic pe peifova katabmtikn dwatapoyn, to Seroquel XR 50 mg, 150 mg ko



300 mg/muépa enédelEe AvVMOTEPT) AMOTEAEGUATIKOTNTO IO TO EIKOVIKO PAPLOKO OT1)
ueimon TV KataMATIKOV GVUTTOUATOV OTmS HeTphOnke arnd Ty Peltinon g
cvvolknic Badpoloyiog otnv Montgomery-Asberg Depression Rating Scale (MADRS)
(néon petaforn] eErayIoTOV TETPAYOVOV EVOVTL TOL EIKOVIKOV @apudicov 2-4 Babuot).

e pia perémn povobepamneiog mpdAnyng vroTpom®dV, acheveic pe KaTaOMTTIKA ETEIGOd0
otabepomompévol o avoryt Oepameia pe Seroquel XR yio tovddyiotov 12 gfdopddeg
ToyotoromOnkav gite og Seroquel XR pia popd nuepnoing gite o€ s1koviKO PAPLLOKO Yol
péxpt ko 52 gfdopadec. H péon d6om tov Seroquel XR katd ) didprela TG @Aong
tuyaromoinong Ntav 177 mgMmuépa. H suyvotnta eppdviong vrotponng ftav 14,2% yu
tovg aobevelg Vo Bepaneia pe Seroquel XR kot 34,4% Y10 Tovg acBevelg vto Bepaneio e
EIKOVIKO QAPLOKO.

e pia Bpayoypovia (9 efdopnadec) pekétn pe nAkiopévoug acbevelg ympic dvoto (nAkiog
66 £¢mg 89 e1dVv) pe peifova Kotabimtikn datapayr, To Seroquel XR pe gvéictn
yopnynon evpovg omd 50 mg £mg 300 mg/muépa nEdEIEE AVAOTEPT) ATOTELEGLOTIKOTITOL
O7t0 TO EIKOVIKO PAPUOKO 0T Hei®ON TV KATAOMTTIKOV GOUTTOUATOV OT®S LETPONKE
ano 1 Pertioon g cuvolkng Babporoyiog otn MADRS (uéon petafoin erayiotwv
TETPAYOVOV £VAVTL TOV EIKOVIKOD QapudKkov -7,54). Xe avtiv T pHeAétn ot aobeveic mov
toyaromomOnkav oto Seroquel XR élafav 50 mg/muépa mv 1n-3n nuépa, n 6o
uropovoe vo avéndel ota 100 mg/muépa v 4n nuépa, 150 mg/muépa v 8" nuépa Kot
puéxpt Ta 300 mg/Mmuépa avaroya e TV KAVIKY avtordkpion kot tnyv avoyn. H péon do6on
tov Seroquel XR ftav 160 mg/muépa. Extdg amd v cuyvotnTto eLeavionc
eEomupadtk®v countopdtov (PA. topaypago 4.8 kol ‘Kiwvikn acediein’ tapaxdtom) n
avoyn oto Seroquel XR pia popd nuepnoing oe nAikiopévovg acheveig ftav cuykpicyun
ue exeivn mov mapotnpnonke og evilikeg (MAkiog 18-65 etcdv). H avaroyia tov
TUYOLOTTOMNIEVDY aoBeEVAY NAikiag dve Tav 75 etdv ftav 19%.

KAwvikn acodieio

e Bpayuypovieg KAMVIKEG LEAETEG EAEYYOLEVEG LE EIKOVIKO QAPLOKO GTN oY oPPEVELD KoL
o711 OUTOAIKT] LLOViO 1) GUVOAIKT] GLYVOTNTA ELPAVIONG EEOTVPOLUIIKOV CUUTTOUATOV NTAV
TapOUOL e TO EIKOVIKO Qappako (oyxloppéveta: 7,8% yia ) quetiapine kot 8,0% yia to
EIKOVIKO QAppoKo, dumoAkn pavio: 11,2% yuo ) quetiapine kot 11,4% Y10 10 g1koviKO
Qappoxo). Yynrotepn avaroyio eE@mupopidtk@Vv COUTTOUATOV TOpoTNPNONKE GTOVG
aoBeveic vo Bepamneia e quetiapine 6e cVYKPLOT Le ekeivovg VIO Bepameia e elKoviKd
QAPLOKO GE PPoyLYPOVIEG KAVIKEG LEAETEC EAEYYOUEVEG UE EIKOVIKO QApPLOKO og peilova
KataOAMmTikn dtoTapayn Kot SImoAkn KatdOAwm. Xe Ppayvypovies KAMVIKES peAéTeg
ELEYYOUEVEG LLE EKOVIKO PAPLOKO GTI SUTOAKT KATAOAIYN 1] GLVOAIKT GLYVOTN T
EUPAVIONG EEOTVPAUSIKOV CUUTTOUAT®OV TaV 8,9% Y10 T quetiapine 6€ GOYKPLOT UE
3,8% Y10 TO EIKOVIKO QAPUAKO. XE BPayvPOVIES, EAEYYOUEVES LE EIKOVIKO QAPLLOKO
KAMvikég peréteg povobepamneiog oe peilova katabAmTiky Stotapoyn 1 GUVOAKY)
oLYVOTNTA EUPAVIONG EEOTUPAIKOY cvuttoudtev nTov 5,4% yuo to Seroquel XR kot
3,2% Y10 TO EIKOVIKO QAPUAKO. Xg PpayvypOvic ELEYYOUEVT LE EIKOVIKO QUPLOKO HEAETN
povobepamneing oe nAkiopévoug aceveig pe peiova katablmtikn dotapayn, N CLVOAKN
oLYVOTNTO ELPAVIONG EEOTLPUUIOIKOY GUUTTONATOV NTaY 9,0% Y100 To Seroquel XR kot
2,3% v 10 €1KOVIKO PAppako. Téco 61N durolikn katadAwym 660 Kol otnv peilova
KOTUOMITTIKN Statapayi, 1 GLXVOTNTA ELPAVIOTS TOV EENTOMKEVUEVOV OVETIOVUNTOV
gvepyeldv (. akadnoia, eE@mupaudikn datapoyr, TPOUOS, dSuoKIvNGia, SLGTOVia,
avnovyic, aKoVoIEG UTKEG GLOTAGELC, WYLYOKIVITIKY VIEPIPASTIPIOTNTO, KOl LVTKN
dvokapyia) oev Eemepvoivoe To 4% e omoladnNToTe opdde Oepameiog.

e Bpoyuypovieg Khvikég perétes (mov kupaivovtat amd 3 émg 8 efdouddec) ereyyoueveg
UE eloVIKO Qappoko pe otadepn d6om (50 mg/Mmuépa £og 800 mg/Mmuépa), n péomn avénon
TOV GOUOTIKOV BApovg yia Tovg acheveic vwd Bepaneio pe quetiapine Kopavnke omd



0,8 kg ywo Tnv nuepnota 66om tov 50 mg £ng 1,4 kg yia v nuepnow d6on tov 600 mg
(ue yaunAotepn TpdeAny yioL TV Nuepnole 06cn tewv 800 mg), o cvykpion pe to 0,2 kg
v Tovg 0ioeveic Vo Bepameia e ekoviko Papuako. To T0c0aTd €Ml TOIG EKOTO TOV
acBevav v Bepameia pe quetiapine mwov Tpocéiafov >7% Tov cOUATIKOV BAPOVS
KopdvOnke amod 5,3% yio v nuepnola d6on tov 50 mg €wg 15,5% yuo v nuepnota 660
tv 400 mg (ne younAotepn TpdoAnym yio Tic nuepnoteg dooelg v 600 kot 800 mg), o
ovykplon pe 1o 3,7% yio tovg acbeveic Vo Bepameio e EIKOVIKO PAPLOKO.

Muo Toyaomompévn perétn dtapketag 6 efdouddmv Abiov kot Seroquel XR évoavtt
guovikov papudiov kat Seroquel XR e evijlikeg acBeveig pe ofela pavia £de1&e 6tTL 0
ovvdvaopog Seroquel XR pe Aibo odnyel og mepiocdtepa avembopunta coppdvta (63%
évavtt 48% oto Seroquel XR oe cuvdvacud pe stkovikd eappoko). Ta arotelécpota
AoPAAELNG EGEIEQV LYNAOTEPT] GUYVOTITO, AVOPEPOUEVOV EEOTVPAUIIKDOYV CUUTTOUATOV
010 16,8% twv acbevdv g opddag tpocdnkng tov Abiov kot oto 6,6% g opddag
TPOGHNKNG TOL EIKOVIKOD PAPLLAKOV, 1| TAEOYNPia TV onoimv mepteAdupave TpoUo,
avapepopevo 6to 15,6% tov acbevav g opdadag TpocHnkng tov Abiov kot 6to 4,9% g
opadog TpochHnKng Tov glKoviKoy eapudikov. H cuyvotnta e vavniiog nTov vyniotepn
otV opada Aqyng Seroquel XR kot Abiov (12,7%) oe ohykpion pe v opdda Ayng Tov
Seroquel XR pe 10 gikovikd pdpuaxo (5,5%). Emmiéov, vynidtepo tocootd tov achevov
7ov €AaPav Bepaneio otV opdda Tpocstnkng tov Abiov (8,0%) giyav TpdcAnyn Bapovg
(=27%) oto téAhog g Bepameiag oe cUYKPION LE TOVG 0oOEVELG TG OpddaG TPOoGON KNG TOV
EIKOVIKOV QapudKov (4,7%).

[To paxpoypdvieg peréteg TPOANYNG VTOTPOTMV YV Lo avoly T TEPLodo (o
Kopovotay omd 4 €wog 36 gfdopddec) Kotd T didpkela TG omoiag yopnynonke otovg
acOeveic quetiapine, 6T GUVEYELN 0KOAOVONGE (o TVYOLOTOMUEVT TEPTI0OOC SLUKOTNG
Kot T S1dpKeLn TG omoiag o1 acheveic TuyatomomOnKay ce quetiapine 1 EUKOVIKO
oappako. I'ia Toug acbeveig mov TvyaomoMOnKay o€ quetiapine, 1 péor avénomn tov
COUOTIKOV Bépovg KoTd TNV avoryti mtepiodo nTav 2,56 kg ko péypt tnv efdopdda 48 g
TUYOLOTOINIEVNG TTEPLOSOV, 1] pHEoT adbénoT Tov cmpatikov Bapovg Ntov 3,22 kg ot
GUYKPLIOT LE TNV apyIKN TR TG avoryTng meplddov. I'a tovg acbeveic mov
TLYOLOTTOON KOV GE EIKOVIKO PAPLLOKO, 1) LEGT] AOENGT TOV GOUATIKOD BAPOVE KT TN
duapketa TG avorytg meptddov Nrav 2,39 kg kat péypt v efdopdada 48 tng
TUYOLOTOINIEVIG TTEPLOSOL 1) HEoT] aENGT TOL copaTiKoD Papovg Ntav 0,89 kg, oe
oUYKPLON UE TNV OPYLIKN T TNG AVOLXTNS TEPLOS0V.

Y& EAEYYOUEVEG UE EIKOVIKO QAUPLOKO HEAETEC 6€ NAMKIOUEVOLG acbeveig pe yoymon-
oxeTlOUEVT e Gvola, 1) cLYVOTNTA TOV AVETIOOUNTOV EVEPYELDV OO TO, EYKEPUALKE
ayyeia ava 100 acBeveic-étn, dev ftav vynAdtepT 6TOVG 0IGbevelg Tov yopnynOnKe
quetiapine g o0 LE ALTOVG GTOVG OTOI0VE XOPTNYNOTNKE EKOVIKO PAPUOKO.

e OMeg TIG Ppoaruypovieg TIC KAMVIKES peléteg povobepameiog eEAeYYOLEVES [LE ELKOVIKO
eappaxo, oe acbeveic pe apOud ovdetepdPilmv katd v évapén >1,5 x 10°/L,
GLYVOTNTO EULPAVIOTS TOVAGYLIOTOV EVOG TEPIOTATIKOL GE HUETAPOAN TOV aptOpod
ovdetepoprrav <1,5 x 10%/L frov 1,9% ot acheveic mov yopnynonke quetiapine, oe
ovykpion pe 1,5% oe acbeveic mov yopnynonke gucovikd eappako. H cuyvotnta
guQaviong tov petafordv o >0,5-<1,0 x 10%/L fjrav 1 181 (0,2%) g acbeveic mov
yopnynOnke quetiapine pe tovg asbeveic Tov yopnyNONKe EIKOVIKO PAPLLOKO. Xg OAEC TIG
KAMVIKEG PEAETEG (EAEYYOUEVES e EIKOVIKO PAPIOKO, OVOIKTESG, GUYKPITIKEG e OPACTIKN
ovoin) og acheveig pe apldpud ovdetepdeiimy katd v évapén >1,5 x 10°/L, n cuyvotnta
EUPAVIONG TOVAA(LOTOV EVOG TEPIGTOTIKOV LE PUETAPOA TOV ap1BUOV ovdeTEPOPIA®Y <1,5
x 10°/L Atav 2,9% ko £ <0,5 x 10°/L Aoy 0,21% ot aceveic mov yopnyndnke
quetiapine.



H Oepancio pe Seroquel cvoyeticOnke pe S060eEQPTOUEVES LEIDGELS OTO, EMITEDA TOV
Bvpeocidikav oppovav. H cuyvotmta epodviong petaformv g TSH ftav 3,2 % o
quetiapine évavtt 2,7 % yuo 10 gikovikd papuako. H cuyvdémra eupdviong apofaiov
mhavd KAviKA onuoviikdv petafoidv 1oco e T3 660 kot g T4 kot g TSH g avtég
TIG LEAETEG TV OTLAVLOL, KoL Ol AAAXYES TTOV TapaTPNONKaY 6Ta ENinEdA TOV OPLOVAOV
OV BLPE0EIdOVE OV GLGYETICTNKAV LE KAVIKG CUUTTOUOTO VTOOVPEOELOIGHOD.

H peimon g ouvolikng kot tng eAevBepng T4 ftav péyiotn katd Tic Tpdteg €61
eBdopadeg g Bepameiog e quetiapine, ywpig TeEpAITEP® LEIMOT KOTA TN O1dpKeELN
paxpoypoviag Bepamneiag. Iepimov ota 2/3 TOL CLVOAOL TOV TEPMTMOCEMV, 1 OLOKOTN TNG
Oepameiog pe quetiapine cuvodeVOTAV OO AVTIGTPOPT| TOV EXOPAGENDY GTIV OAKT KoL TNV
erevBepn T4, aveEdptnra amd ) dbpkela e Bepameioc.

Karoppaxrng/Bolepotnra parxod

e pilo KAvikn pedétn yuo v a&loAdynon g mloavoTnTog dnpovpyiog KatappakT ToV
Seroquel (200-800 mg/muépa) évavtt g promeptdovng (2-8 mg) oe acbeveig pe oyloppévela
N oylocuvasOnuatikn dotapayn, T0 T060oTo TOV acbevav pe avénuévo Padud
BolepoTnTOC TOV PaKOV dev NTa VYNAOTEPT L Seroquel (4%) 6e chyKpion LE PLoTEPLOOVN
(10%), 7o acBeveig pe éxBeom tovAdyiotov 21 unvov.

Toudiozpiog winQvouog

Klvikn omoteAeopotikdTnTa

H anoteheopatikdtnta kou 1 aopdieio tov Seroquel peretinkav o pia 3 fdopddwv
ELEYYOLEVT] LLE EIKOVIKO PApLOKO HEAETN Yia TN Bepameio TG paviag (n=284 acbeveic omd
Tig HITA, nlxiag 10-17). Iepinov to 45% tov TAnBucuod tov aclevav giye emiong
dwyvootel pe ADHD. Emmdéov, mpaypotonomOnke pio perétn 6 efdopdadmv ereyyopevn
Le ewovikd eappako y ) Bepoameio tng oxloppévetag (n=222 acbeveig, nhkiog 13-17).
Ko o115 000 peréteg, amoxieiomnkov o1 aoBeveis pe Yoot EAAENYT ATOKPLIONG GTO
Seroquel. H Ogpaneio pe Seroquel Eexivnoe pe 50 mg/muépa kot tnv nuépa. 2 avénonie
oto 100 mg/Mmuépa. Akorovbwg, n 86om TithomomOnke o pia 66om otdyo (navia 400-
600 mg/muépa, oyloppévela 400-800 mg/mpépa) YPNOUOTOIDVTAG TPOCHVENGELS TOV
100 mg/muépa yopnyovueva 600 1 TPEIS POPES NUEPNGIWG,.

2t pehén poviog, n dpopd ot péon petafoin pe m pébodo twv ehayiotwv
TETPAYOVOV OO TNV apyLKN T 6T cvvolkn Babporoyio YMRS (Spaoctiki ovoia peimv
€IKOVIKO Qappoko) ftav -5,21 yio Seroquel 400 mg/muépa. kot -6,56 yia Seroquel

600 mg/muépoa. Ta tocootd avrondkpiong (ertioon YMRS>50%) fitav 64% yo Seroquel
400 mg/mpépa, 58% yio 600 mg/muépa kot 37% Yo 10 €KOVIKO PApLLOKO.

>t pelém oyloppévelng, 1 dopopd ot péon petaforn pe tn pébodo Tmv erayiotmv
TETPAYOVOV OO TNV apyLKN TN 6T cLbvolkn Babpoioyio PANSS (Spaotikni peiov
EIKOVIKO pappako) nTav -8,16 yio Seroquel 400 mg/muépa ko -9,29 yuo Seroquel

800 mg/muépa. Ovte t0 YounAo (400 mg/muépa) ovTE TO LYNAO S0GOAOYIKO Gy

(800 mg/muépa) quetiapine vLEPTEPOVOAY TOV EIKOVIKOD PUPHAKOV MG TPOG TO TOGOGTO
TOV 060evdV 0mov emtevydnke amdkpion, 1 onoia Tpocsdiopictnke g 30% peiwon and
™V apyIKn| T ot cuvolkn Babpoioyio PANSS. Ot vynlotepeg 0060€1g TG0 611 povio
000 kot ot oYoPPEVELR ELYAV MG ATOTEAES L OPLOUNTIK®OS Y unAoTepovs Bafpodc
ondKPLoTG.

e i tpitn Ppoyvypovia, eEAeyyOUeEVN UE EIKOVIKO QAPUOKO LEAETN povobepameiog e TO
Seroquel XR og maudud ko Epnpovg acbeveic (niikiog 10-17 e1dv) pe duroiikn KoTdOAwyM,
dev KatadelyOnKe omoTteAecHLATIKOTNTO.



Agv vtapyovv dreféoipa dedopéva Yo T S10THPNOT TNG ENXLOPACNG 1 TV TPOANYN TOV
VIOTPOTTAOV GE QLTHV TNV NAIKLOKT] OpAda.

Kvikr acedieia

2116 Bpayvypovieg modlaTpikés LEAETES [IE TNV quetiapine o1 0moieg TEPYPAPN KAV OVAOTEP®,
T TOGOGTH EE@MUPALUSIKAY CUUTTOUATOV GTO OKELOG TNG EVEPYOV Bepameiog Evavtt Tov
EIKOVIKOV papudrov Ntav 12,9% évavtt 5,3% ot perétn g oxloppévelag, 3,6% Evavtt
1,1% ot peiétn g duroAwng poaviog kot 1,1% évavtt 0% otn peAétn g SutoAkng
KkatabAyng. Ta mocootd mpdsinyng copotikod Bdpovg >7% ce oyéon Le TO apyLkod
COUATIKO BAPOC GTO EVEPYO GKEAOG £VAIVTL TOV EIKOVIKOV papudiov tav 17% évavtt 2,5%
oTIG LeAETEG NG oXoppEévelag Kot TG SumoMkng paviog, kot 13,7% évavtt 6,8% otn pelé
NG SUOAKN G KaTAOA NS, Ta TOCOGTH TV GYETIKMY LE LTOKTOVIO GUUPAVT®V 6TO GKEAOG
™G evepyov Bepameiag EvovTt Tov gikovikoy gapudkov ftav 1,4% évavtt 1,3% ot pedétn
™me oyloepévetrac, 1,0% évavtt 0% otn perétn g dumoiucig paviag kon 1,1% évavtt 0% o
LEAETN NG dumoAlknG KatdOAwymg. Katd tn Sidpketa pog Topatetapuévng eaong
TOPUKOAOVON oG TOV 000EVAOVY TNG LEAETNG OUTOMKN G KATAOAYNG HeTd TO TEAOG TG
Oepoameiog, vanpéav dvo emmAéov oyeTilOpEVA e avTokTOVio cVUPavTa og 600 acheveic.
"Evag amd toug acBeveic avtovg Adppave quetiapine dtav Topovcldotnke To GUUPEy.

Moaxkpoypdvia acoddeio

Mia avouyth 26 efdopddwmy enéktacn Tov peret@v ofeiag pdong (n=380 acbeveic), pe
gvélkn dosoroyN o tov Seroquel 400-800 mg/muépa, Tapeiye emmAéov dedouéva
0oQAAELNG. AvoeEpOnKay avENCELS TNE 0PTNPLOKNG TTiEoT g o€ Tadd Ko EQrouc, evd
avEnpévn O6pesn, EEMTUPAUIIIKA CUUTTMOHATO Kol AVENGELS TNG TPOAUKTIVIG TOV 0pOV
avaépOnKav e vYNAGTEPN GLYVOTNTO GE TodLA Kot €PN|oug mapd og eviilikeg acbeveig
(BA. mapdypago 4.4 ko1 4.8). Avagoptkd pe TNV TPOGANYN TOL COUATIKOD Bapovg, Kutd
TNV TPOGOPUOYN YL PUGLOAOYIKY avATTUEN HaKpOTTpOBEG L, ypnoiorotonke n avénon
tov Agiktn Mdalag Zdpatog (BMI) pe tomikr| amdkiion 0,5, o€ oyxéomn He TNV apyikn TN
g £vdelEn Klvikd onpovtikng petaforns. To 18,3% twv acBevodv mov éhafav quetiapine
v StdoTna ToVAdyIeToV 26 €BSOUASMV TANPOVLGOY TO KPLTHPLO OVTO.

52 ®@oppokoKivnTIKEG 1010TNTES

Amoppdéonon

H quetiapine amoppopdror kahd Letd amd yopnynon ond to otopa. To Seroquel XR
EMITLYYOVEL LEYIOTEG CLYKEVIPDGELS GTO TAAGHO TNG quetiapine Kot Tng nor-quetiapine
nepimov 6 mpeg Hetd TV xopNYNOTN (Tma). Z& oT0OEPT] KATAGTOON O LEYIOTEG LOPLUKES
OUYKEVIPMGELG TOV dpaotikov petafoAitn nor-quetiapine givar 35% avtdv mov
TopaTnPNONKav e v quetiapine.

H poppokokivntikn g quetiapine kot tng nor-quetiapine givot ypopUKny Kot avaAoyn pe
™ d00m o€ d6celg péypt 800 mg yopnyovpeveg pia popd v nuépa. Otav cvykpivetar to
Seroquel XR yopryovpevo pio gopd v nuEPA LE TNV 10100 CUVOAKT MHEePNoLa 066N TG
quetiapine fumarate dueong anodéopevong (Seroquel dpeong amodécpevong)
YOPTYOOLEVNG OVO POPEG TNV NUEPO, TO EUPOAOOV TNG EMPAVELNS KAT® OO TNV KOUTOAN
(AUC) elvar avtiotoryo, oAld 1 pHEYIOTN GLYKEVTP®ON 6TO TAAGHO (Crax) €lvort 13%
yopmAdtepn o€ otabepn katdotaor. Otov cvykpivetal to Seroquel XR pe to Seroquel
GpEON S OTOJEGEVOTG, TO EUPASOV NG EMPAvVELNS KATm amd TV Kaumvin (AUC) tov
petafoiitn nor-quetiapine etvor 18% younidtepo.

e pia perlém mov e€étace v enidpact g TPoeNE otV Prodiabeciudmmra g
quetiapine, Bp&Onke 6tT1 Ta TOAD MTapd YEOUATO TPOKOAOVY GTATIGTIKA GTLLOVTIKY avEnon
otV LEYIGTN GLYKEVTIP®ON (Crmax) Kot 6TO EUPAOOV TNG EMPAVELNG KATM OO TNV KOUTOAN
(AUC) tov Seroquel XR, mepimov 50% wo 20% avtictowya. Aev propei va amokAigiotet 6Tt
1 €RIOPUCT TOV TOAD ATOPDY YELUAT®V GTNV QOPLOKOTEYVIKT LOPPT UITOPEl va eivart
peYoADTEPT). AVTIOETMG, £va EAa@PD YEDUA OEV EXEL OTLOVTIKY OpAoT TNV PEYLOTY



oVYKEVTPMOTN (Crax) Kot 670 UPadOV NG eEMPAveLng KdTw and tnv kKapumoin (AUC) g
quetiapine. Xvviotatot To Seroquel XR va Aaufavetorl pio opd v nuépa xwpic Tpoemn.

Karavoun
H quetiapine cvvdéetan 6e m0c0oTo MEPinov 83% e Tig TPOTEIVES TOL TAAGLOTOG.

Buoopetaoynuotiopog
H quetiapine petafolMieton EKTEVOEC GTO NP, UE TN UNTPIKN EVOOT VO, AVTIGTOLYEL O

TO0G0GTO HKPOTEPO and T0 5% TV AVOAAOIMTOV GLGTUTIKMV, TOL AVEVPICKOVTOL GTO
00pa 1 0T KOTPAvVa, PETA TN YOPNYNOT POdtOCHOCcUEVNG quetiapine.

"Epevveg in vitro anéoei&av 6t1 10 CYP3 A4 givar to kOpro Eviupo mov givor vevbuvo yio
70 petafoiiond g quetiapine wov AauPavel xopav pécw Tov kKutoypodpotog P450. H nor-
quetiapine xvping oynuatifetot Ko petaforiletoar péom tov CYP3A4.

e peéteg in vitro €yel Ppebet 6T 1 quetiapine Kol apKeTOl b TOVG UETAPOAITEG TNG
(ovumepriapfavopevng g nor-quetiapine), eivar acbeveic avacTtoAeig TG 0pAGTG TOL
Kutoypopatog P450 1A2, 2C9, 2C19, 2D6 ko 3A4 otov dvBpomo. In vitro mopatnpeiton
avaotol Tov CYP nuévo og ouykevipaoelg tepimov 5 éwc 50 popég peyarvtepeg omd
OVTEG TOV TOPOTNPOVVTOL e dOGELS Tov Kupaivovtar omd 300 éog 800 mg/muépa otov
avBpomo. Me Bdon avtd ta in vitro amoteléopata, Bewpeitan aniBavo n cuyyopynon g
quetiapine pe GAAL QAPLLOKO, VO 0OTYNOEL GE KAIVIKA GNUOVTIKT 0VOAGTOAN TOV
HETAPOMGLLOD TOL GAAOL QOPLAKOL HECH TOV KVTOYXPp®UaTOG P450. ATt neréteg oe (oo
eaivetor 0T1 1) quetiapine pmopel va TpokaAEcel evOLKn enaywyn oo évivpa Tov
Kutoypopatog P450. Qotdc0, o pia 101K LEAETN OAANAETIOPOCTG OE YOYMOTUKOVG
acbeveic, dev mapommpnonke avénon otn dpacTNPLOTNTU TOL KLTOXP®UTOC P450 petd
Yopnynomn quetiapine.

Amofoin

O ypovor numeptodov (g g amofoAng Tng quetiapine kot Tng nor-quetiapine givat
nepinov 7 kau 12 dpeg avtiotoryo. [epinov to 73% poadloonUocUEVeY TOpUyDY®V
exkpiveron ota ovpa kot to 21% ota Kémpava pe Ayodtepo omd 5% tng padievépyelag va
OVTITPOGMOTEVEL AUETAPANTA TOPAY®YO OV oyeTilovTot e T0 Pappako. To pHéso poplakd
KAdopa 600G TG eAe0BePNC quetiapine Kol 0 dPUGTIKOG HETOPOAITNG TOV aveELPIoKETUL
010 TAAGLa, 1| nor-quetiapine amekKpivovtal 6To oVpa 6€ T0G0GTO <5%.

Eidicoi mAnBoouoi

Dvro
H xwntuen g quetiapine 6gv Sta@épel LETAED OVTPOV KOL YOVALK®DV.

Huxwwopévot
H péon yn xéBapong g quetiapine otovg nAkiopévoug eival mepinov katd 30% £wg
50% younAotepn amd oLTHV TOL TapOTNPEiTUL 68 dTopa NAKiag amd 18 Emg 65 eTtdv.

Neepin averndpkewa

H péon tyun kadBapong tng quetiapine 6to TAAGHO petddnke katd nepinov 25% oe dropa

ue coPapn veppikn averdpkelo (kabapomn kpeatvivig pkpotepn amd 30ml/min/ 1,73m2),

oAAG o1 Kot dTopov TIHES KaBapong Ppickovtal LG GTO EVPOG TIHMV TOV PUGIOAOYIKAOV.

Hrotwr) avendprelo

H péon xaBapon ¢ quetiapine 6to TAdGpO pel@veTal katd tepimov 25% o€ dropa pe
YVOGTN Nratiky ovendpkela (otabepn aikooikn kippwon). E@dcov 1 quetiapine
petafoAileTal EKTEVOS GTO AP, G ATOLM [LE NTATIKN OVETAPKELD AVAUEVOVTOL



VYNAOTEPA EMIMEdA 6TO TAAGHN. Mmopel Vol amateitonl Tpocap oy TG S0coA0YinG G°
awTtovg Toug acbeveic (PA. mapdypopo 4.2).

Hodwazpicde minboucude
[paypotoromOnie derypatoAnyia yio eoprokokivntikd dedopéva o 9 moudid nAwiog 10-

12 etddv xon og 12 gprpfovg, mov Ppickovrav vid Bepameio otabepomoinong pe 400 mg
quetiapine (Seroquel) 600 Popég nuepncine. X1 otabepr| Katdotacn, To
KOVOVIKOTOINLEVA LLE TN 00T NImEd 6TO TAAGLLO TNG TOTPIKNG EVIOoNG, quetiapine, o€
ool Ko eprifouvg (MAkiag 10-17 e1®dV) NTOV YEVIKAOG TOPOLOLN LLE OVTA TOV EVNAIKWOV, oV
K01 TO Cpuax OTO TOOIY TAV GTO VYNAOTEPO OP1O TNG KAILOKOG TTOV TOPATIPEITAL GTOVG
evnAkec. Ta AUC kot Crax TOV dpactikod petafoiritn, norquetiapine, ftav vyniotepa,
nepimov Katd 62% kot 49% oe tandd (10-12 etadv), avrtiotorya ko 28% kot 14% oe
epnPoug (13-17 etav), avtiotoya, 6e GUYKPIOT LE TOLE EVIAIKEG.

Agv vdpyovv drebéoipec mAnpogopieg yia to Seroquel XR og moudid ko epnifovc.

5.3 Ipoxivikd dgdopéva Yo TNV a6Qaiero,

Agv vip&av otoyeio YEVOTOEIKOTNTOG GE L0l GELPE YEVOTOEIKMV LEAETMV in Vitro Kol in
vivo.

e melpopotolma, HETA Ao KAVIKG GUavTIKT Ek0E0T 6TO QAPHOKO TopoTnpOnKay ot
aKOAoVOEG TapeKKAIGELC, 01 0Toieg Oev Exovv emiPePormbel aKkOUN G€ LOKPOYXPOVIO KAIVIKY
épeuva

e apovpaiovg TapatnpnOnkKe evamdbeon ¥p®OTIKNG 6TO Bupeoeldn adéva, Ge
Kuvomidnkovg mapatnprdnke vreptpopia TV BLAAKIOIOV KLTTdp®Y TOL BupEoEdOvG,
TTOON TV EMmESV NG T3 0T0 TAACUA, LELOUEVT] CUYKEVIP®OT) OLOCPALPIVIG Kot
peimon Tov apdpod TV EpLOPOKVTTAP®Y Kol TOV AEVKOKVTTAPMOY GTO Oipld, Kol 08
oKVAOVE BOAEPOTNTA TOV POAKOV TOV OQOAALOD KoL KOTAPPAKTNG (Yo
Katappaxtn/BorepdtnTa oKod PA. mapdypoeo 5.1).

e o HEAETN epPpuikng TOEIKOTNTOG TOV TPOYUATOTOMONKE GE KOvvEMA, avENONKE N
GLYVOTNTO KAUWYTG TOV KOPpoy Kot Tov Topcob oto EuPpua. H emidpacn avti eppaviotnie
TOPOVGIO ELPAVAOV EMOPACEDY GTN UNTEPA, OTMOG LEIWHEVO PApog copatog. Ot
EMOPAGELC OVTEC NTAV EUQAVEIC G emimeda EkBeoNC TNG UNTEPAG TOPOLOL 1] EAAPPDG
vynAoTEPa 0o ekeiva 6ToV AvBpmmo ot péylotn Bepanevtikn 66om. H onpocio tov
€VPNHLATOS ALTOV Yo TOV GvBpwTo givan dyvmoTn.

e o LEAETN YOVIUOTNTAG TTOVL TTPOYLOTOTTOONKE € apovpaiovg, mapatnpnOnkay
eldiylotn peimon tng avopiKnig YOVIOTNTOG Kol YELOOKINONG, TAPATETUUEVESG TEPLOSOVG
d1oloTpov, AVENUEVO YPOVIKO SIAGTNILO TPO GUVOVGING KOl LELWUEVT] GLUYVOTNTO KUT|GEDV.
O1 emdpacelg avtéc oyetiCovral pe avénuévo, enineda TPoAUKTivG Kot dev oyetilovtal
Gpeca pe ToV AvOpomo AMOY® TV S10(pOPMOY GTOV OPUOVIKO EAEYYO TNG OVOTOPAY®YNC.

6. OGAPMAKEYTIKEX TAHPO®OPIEX

6.1 Katdroyog exddymv

Ivprvag

Cellulose Microcrystalline
Sodium citrate

Lactose monohydrate
Magnesium stearate
Hypromellose 2208

Emucédioym



Hypromellose 2910

Macrogol 400

Titanium dioxide (E171)

Iron oxide, yellow (E172) (dioxia 50, 200 kot 300 mg)

Iron oxide, red (E172) (dioxio 50 mg)

6.2 AovppatrétnTeg

Agv gpappoletat.

6.3 Awdpkera {onig

3 xpovia

6.4 Iowitepeg TPoQULAGEELS KOTA TN QUVAAEN TOV TPOIGVTOG
Agv anortovvton e1kég cLVONKES POAAENG Y10 0VTO TO POPUOKEVTIKO TPOTOV.

6.5 @von Kol GVOTUTIKA TOV TEPLEKTI)

Polychlorotrifluoroethylene kou polivinylchloride pe blister aAovptviov.

MeprekTik6TNTO S16KI0V Iepreyopevo GVOKELOGING Blister

Awokia 50 mg, 150 mg, 200 mg, | 10 diokia 1 blister twv 10 diokimv

300 mg kot 400 mg 30 doxia 3 blisters Tov 10 diokiov
50 doxia 10 blisters tv 5 diokiov
50 doxia 5 blisters Tov 10 diokiov
60 dokia 6 blisters Twv 10 diokimv
100 dokia 10 blisters twv 10 diokiwv
100 éwokia 100 blisters Tov 1 diokiov

Mmropel va unv KukAoQopoOV OAEG 0L GLOKEVAGIES.
6.6 Idwitepeg TPOPLAGEES aTOPPIYNS

Kapio g0 vroypéwon.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

8. APIOMOX AAEIAYXY KYKAO®OPIAX

9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQYXHY THX AAETAX

Huepopnvia tpmng £ykprong: 20.06.2008
Huepounvia televtaiog avavémong: 21.08.2015

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY



