@viro oonYrov ypiong: Iinpoopics yra Tov ac0evi)

Quetiapine/Generics 25 mg, 100 mg, 200 mg kor 300 mg, Emkalvppéva pe Aemrto vpévio diokio
KOVETLOTTIVN

Awpdote TPoceKTIKG 0AOKAN PO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO

PappraKo, o16TL TEPLAANPAVEL CNUAVTIKES TANPOPOPIES VI GUS.

- DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépw amopieg, p@TNGTE TO Y10TPO 1 TO POPUOKOTOLO GOC.

- H ocvvtayn v avtd 1o edppoko xopnyndnke amokAelotiKd yia cog. Agv Tpémel va dMGETE TO
@apuako o€ GAAovg. Mmopel vo Toug TpoKaAEseL PAAPT, KO Kot OTOV TO, GUUTTOUATO TG
ac0éveldg Toug eivar 010 pe ta S1Kd Gag,.

- Edv mapoatnpricete Kamowo avemBOUNTN evEpyeld EVUEPADGTE TO YLOTPO 1) TO PAPUAKOTOLO
cag. Avtd oydet kot yuo KaBe mBovi avemBOUNTN eVEPYELN TTOL JEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1DV ¥prione. BAéme mapdypago 4.

T wepréyer 1o mTapév Ao 00N YLOV

T1 etvan To Quetiapine/Generics kot oo, givat n gpNor Tov
T npémel vo yvopilete mpv ndpete To Quetiapine/Generics
Iog va mapete to Quetiapine/Generics

[MBovég avemBOunTe evépyeteg

ITod¢ va pvidooete to Quetiapine/Generics

[epreydpevo g cuokevaciog Kot Aoutég TANpoPopieg

Sk wnE

1. T givon To Quetiapine/Generics kat wowa gival 1 xp1en TOVL

To Quetiapine/Generics nepiéyet wo ovoio Tov ovoudletal KOVETIMmIV. AVTH AVIKEL GE Lol
KT yopio Gopuakmy, Toug avtiyuymotkobs mapdyovtec. To Quetiapine/Generics umopei va
ypnooron et yia ) Ogpaneio Stoupdpmv acbeveldv Onmg:

o Aumolkn katdOlym: 6tav ocbdaveste Avmnuévog. Mropet va, S1omiot®oeTe 0Tl acbiveote
KatdBAym, voumbete évoyog, ywpic evépyela, £xete yaoel v 6peln cog 1 dev pmopeite va
KowunOeite.

e  Mavia: 6tav pmopel vo voumbete Evtovn evpopia, KEPL, avVooTATOOT], EVOOVCIOGHO 1
VIEPOPACTNPLOTNTA, 1) VO EYETE EAMTY] KPIOT), CUUTEPIAAUPAVOUEVOL TOV VO gloTE EMBETIKOG
N ATOd10PYOVMUEVOG,.

o  YywWoppévewn: 6tav pumopel va akovTe 1 Vo alcOAvESTE TPAYLATO TO OTTO10 OEV VILAPYOLV, VO
TOTEVETE TTPAyOTA TTOV OgV etvat aAnOva 1 va awsBdveste acvuvibiota kayOTonTOoC,
AYYOUEVOG, GUYYVOUEVOC, EVOYOG, GE EvTaon 1 OALUUEVOG.

O y1oTpdg oag umopet va cuveyilet va cuvtayoypagpei Quetiapine/Generics axdun kot 6tav vimbete
KOADTEPQ.

2. T npéner vo yvopilete mpwv napete to Quetiapine/Generics

Mnv wapete To Quetiapine/Generics:
o &Qv &xete OALEPYIOL OTNV KOVETLOMIVY 1] GE OTOLOONTOTE AALO GLGTATIKO GLTOV TOV PAPUAKOV
(avagépovtor oty Tapaypapo 6).

e &av AapPavete omolodnToTe amd To KOAoLO PAPLLOKOL:
- KATOL QAPLOKA YO TNV OVTILETOTION ToL 100 HIV
- ebdppoka aloAng (Yoo LUKNTIOGIKEG AOTUMEELS)
- gpvBpopvkivn N KhapBpopkivn (Yo AodEeis)
- veealoddvn (Yo TV avTIUETdTION TG KATdOA™C).



Mnyv ndpete o Quetiapine/Generics dv ta Topomdve 1oyvovy yia cac. Edv éxete aupiBolisg,
POTAGTE TO YATPO 1| TO POPLOKOTOLO GOG TPV Vo, Thpete To Quetiapine/Generics.

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvbeite 610 yloTpo M TO PappakoTold cog Tpotov Tapete To Quetiapine/Generics gav:

e Eosgig N KAmo10g 6NV 01KOYEVELD GOG £XEL T iy KOPIOKE TPOPANIOTAL, Y10 TAPASELY LA
mpofAnpata pe tov kKapdako puiud, eEachévion Tov KapdaKod LG 1| PAEYLOVH TG
KapdLic, N v AapPAVETE OTOOONTOTE PAPUAKO TTOV UTOPEL VO £XOVV ENIOPACT] GTOV TPOTTO
OV KTLTLA 1 KOpdLd oolg
"Eyete younAin wieon aipatog
Eiyate vootel eykepaiikd ene1c6010, 1010itepa av €16TE NAMKIOUEVOC.

"Eyete mpofAnpata e TO TP GOC.

Eiyote o emAnmuikn kpion (kpion omacuodv).

[Maoyete amd dafnn 1 glote og Kivovvo gupdaviong dapntn. Edv copPaivel avto, o yotpog

cag umopel va eEAEYYeL Ta eminedo cakydpov 6To aiplo GO EVOG® TAIPVETE TO

Quetiapine/Generics.

o ['vopilete 611 oTO TAPEADOV ElyaTE EPPOVIoEL YOUNAL EMiTESD AEVKOKVTTAP®OV GTO Olipa (TOV
Ba pmopovoe 1 Oy va Exel mpokAnOel and dAla appoKa)

e Eiote nMikiopévo dtopo pe dvolo (Ekmtmon eyKepulikng Aettovpyiog). Edv eiote, t0
Quetiapine/Generics dgv mpénet vo AapuBAveToL ETEWON 1 OUASA TOV QAPUAK®Y GTNV 0010
avnkel to Quetiapine/Generics propei vo avénoet Tov kKivduvo eyke@olkob enelcodiov, 1 o
OPICUEVEC TEPIMTAOGELG TOV Kivouvo Bavatov, 6€ NMKIOUEVE GTOUA [LE GVOLOL.

e Eiote nMikiopévo dropo pe voco tov Parkinson (PD)/moprxiveovicud

e Eoseig N Kamo1og GAL0G GTNV OIKOYEVELY GOg £xEL 16TOPLKO OpouPwv oTo aipo, kabdg ta
OAapUOKa AVTNG TNG Katnyopiag £xovv cvoyetiobel pe oynuotiopd 0poppwv oto aipa

e ’'Exete 1 elyate mdnon 6mOv GTOUATATE VO OVATVEETE Y10l KPA SLIGTHLLOTA KATA T S1dpKeLn
TOV PLGLOAOYIKOD VUYTEPIVOD GG DITVOVL (ETOVOLOLOUEVT] «AmTVOL0 KOTE TOV DTTVOY) Kol
Aappdvete @appoKa OV ETPPASHVOLY T PUGIOAOYIKT AEITOLPYIO TOL EYKEPAAOV
(«KOTOGTOATIKAY)

o ’'Eyxete 1 giyate pio m1abnomn katd v onoio dev pumopeite vo, adeldoete TEAEIDS TNV 0LPOSOYO
KOOTN 560G (KOTAKPATNGT 0VP®V), £XETE OLIOYKMUEVO TPOGTATY, ATOPPOEN OTA EVIEPA GUG, N
avénuévn evooeOdA i Tieon. AvTtéc o1 mafNGELS OPIGUEVES POPEG TPOKAAOVVTOL 0T
Qapuaka (0vopdlovTol KOVTLOAVEPYIKA») Ta 0Tt0ia EMNPEALOVV TN AEITOLPYIN TOV VELPIKDV
KUTTAP®V TPOKEWEVOL VO BEPUTEVGOVY OPIGUEVES LOTPIKES TOONOELG.

o 'Exete 10T0p1Kd KATAYPNONG OAKOOA 1] VOPKMOTIKOV OVGLDV

Evnuepaote To Y10Tp6 605 APECMS AV TAPOVOLACETE KATOL0 06 TO. aKOLOVOO. 0OV TaPETE
Quetiapine/Generics:
¢ 'Eva cuvdvacud mopetod, cofapnig Luikng Suokapyiog, epidpmong 1 YoUnAOTEPOL EMTEGOV
ovveidnong (uio dtatapayn mov ovoudletol «kakdndeg vevponmtikd chivopopo»). Mropei va
amorteiton dpeon wopikn mepiOoiym.
o AveféleyKTeg KIVIGELS, KVPIMG OTO TPOCMOTO 1 T1 YADGGH GOG.
Z42n 1 évtovn aicOnom vavniioc. Avtd umopei va ovénoet tov Kivovvo toyaiov
TPOVUOATICUOV (TTOGEDYV) G€ NAIKI®UEVOVS aobeveic.
o Kpioeig (omacpong)
Topatetapévn kot enddvvn otdomn (TPLamcpog)

O1 KOTAOTAGELS OVTEG PUTTOPEL VA OQEILOVTAL GE AVTOV TOV TOUTO PUPIAKOD.

Evnuepaote 1o yrotpd oag 10 cuvtoudtepo duvatd GV TapoVClAcETE:

o [lvpetd, copntOHOTO TOPOUOLD LE EKEIVEL TNG YPITNG, TOVOLAILO 1) OTOLUONTOTE GAAN
Aoluwmén, kabdc ovtd evoyeTor va gival amoTEAES U TOAD YaUNAOD 0plOUOD AEVKOKVTTAP®YV,
7ov B umopovoE Vo amalTel T S10KOTY TOV PAPUAKOL oag KoUT 1 xopnynon Bepaneiog.

o  AvcokolMOTNTA [E ETIIUOVO KOWMOKO TTOVO 1 SUGKOIALOTNTA OV deV £XEL avTaTOKPIOEl o€
Oepameia, emeldn unopel va, TpoKaAEGEL To ofap1| amoepacn Tov EVIEPOV.



YKEYELS QVTOKTOVIOG KOl ETLOEIVOON TS KATAOMY|G 60g

Edv éyete xatdBiuym umopel kdmoleg popég va KAveTe OKEWYELG Yo Va BAAYETE TOV €0VTO GOG T} VAL
AVTOKTOVNOETE. AVTEG Umopel va avénBotv otav Eexvate ) Bepameio KaBMG OO AVTA TO PAPLLOKOL
yperalovtal ¥povo yio. va dpacovv, cuviBmg mepimov 600 eBSOUAdEG AALL KATOIEG POPEG
TEPLo0OTEPO. AVTEG 01 oKEYELS Umopel emtiong va avénbovv av Eaevikd oTopaTHoETE VO AAUPAVETE TN
QOPUOKEVTIKN Gog aywyn. Eival o mbavdv va okepreite €101 av giote veapdg EVAAIKAG.
ITAnpogopieg and KAviké peréteg £6e1Eav avEnpévo Kivouvo oTig OKEWYELS QVTOKTOVIOG KOUT OTIC
OVTOKTOVIKEG GUUTEPLPOPES GE VEAPOVG EVITMKES e KATAOAY™ KAT® TV 25 £TMV.

Edv omowadnmote otiypn Kavete okEWELS Yo va PAAYETE TOV E0VTO GOG 1) VO CLUTOKTOVY|GETE,
EMKOIVAOVIGTE PE TO Y1ATPO 600G 1| Inyaivere o€ éva vocokopueio dpeca.

Mropei va Bpeite 611 givar (prioo vo weite o€ £va cvyyevi 1] o€ éva oTeVE @iho OTL ExeTe
KatdBAym Kot va tov {nioete va dtefdacel avtd 1o VAL 0dNYIdV. Ba UTopoHGATE VO TOVG
{ntoete va Gog TOVVE OV TGTEVOLY OTL 1] KATAOALYT] GOG XEPOTEPEVEL 1] AV AVIGLYOVV AOY®
OAAOYDV OTN CLUTEPLPOPE GOGC.

AvEnon Tov copaTIKOU fapovg
[Ipdcinym Bapovg Exel mapatnpnbei oe acbeveic mov AapPdvovv kovetwomivn. Eceig kot o yrorpdg
o0G TPETEL VO EAEYYETE TO PAPOG GG TUKTIKA.

Howowd xon £pnpor
To Quetiapine/Generics dev Tpoopiletot yia ypnon o€ Toudid Kot €pnfovg nAkiog Katm Tev 18 etdv.

AMo eappoxa kot Quetiapine/Generics
Evnuepdote to yrotpd 1 To QOPUOKOTOLO GOG EAV TAIPVETE, EYETE TPACPATA TAPEL ) UITOPEL VOl
mwhpeTe GALO PapUAKOL.

Na pn Aafete To Quetiapine/Generics av Aappavete 0rol0dmoTe omd TO. TUPUKAT® QOPUOKOL:
e Opopéva pdpuaxa yio to HIV.

Hapdyovteg g opddog TV aloAdVv (Yoo LUKNTIOGIKEG AOIUMEELS).

EpvBpopvkivn 1 khapBpopwkivn (Yo AoudEEL).

Nepaloddvn (yio katabiuym).

Evnuepaote 1o ylatpd oag edv Taipvete 0molodNnmote amd ta akdiova papuoka
o  Ddpupaka yuo TNy enAnyia (6nwg pavotoivn N kapPapalenivy)

Ddappoka Yo TV VYNAR TEGT TOL CIULATOC

Bapprrovpikd (yio Suokorior 6Tov HTVO)

Osrop1dalivn N AiBo (AL avTIYVXOGIKE PAPLOKOL)

Dappoka oV EXOPOHY GTOV TPOTO TOL KTV, 1 KAPSIE GOC, Y10 TAUPASELY L0 GAPLOKO TTOV
UTopEl Vo TPOKOAEGOVV SlOTOPAYY| ICOPPOTLAG TOV NAEKTPOALTAOV (YoUNAd Enimeda KaAiov 1
poyvnoiov) 0mmg S1oupnTIKE 1 OPIoUEVA AVTIBLOTIKG ((PAPLLOKA Y0l TNV OVTLUETAOTION
AOUDEEDV).

o  dOdppoka IOV PUIopel Vo TPOKAAEGOVY SVGKOIAOTITO.

IMopakadeiche vo eTIKOVOVIGETE TPDOTA [E TO YIATPO GG TPLY VO CTOUATHOETE TN ANy
OTOLOVONTOTE Amd TO PAPLOKE GOGC.

To Quetiapine/Generics pe TpoPEg, TOTA KoL OIVOTVEV LA
Noa glote TPOoEKTIKOL GE 0,TL APOPA TIC TOGOTNTEG AAKOOA TOV KUTAVOADVETE. AVTO GLVIGTATAL S10TL

1N oLVOVAGTIKN OPACT TNEC KOVETLATIVIG KOl TOV GAKOOA UTOPEL VO GOG TPOKAAEGEL DTTVNALQL.

Mnyv mivete yopo ykpémepovt 6tov hAappdavete Quetiapine/Generics. Mmopei va ennpedoet Tov TpOTO
dpdiong Tov eapuaKov.

Kinon kot Onhaopog



Edv eloBe éyxvoc 1 Onhalete, vopilete 6t umopet va glote £ykvog 1 oyedAleTe VO OMOKTNGETE TTALOH,
{nmote ) cuUPoVAN TOVL YIUTPOV 1 TOV POPIAKOTOL0D GUG TPLY TAPETE VT TO PAPLLUKO.

Aev npémer va, AapBavete to Quetiapine/Generics kotd tn S1dpKeLo TG KONOTG EKTOC KOL AV TO £XETE
ov{nmoetl pe 1o yotpd cog. To Quetiapine/Generics dev npénet vo AapfaveTotl Katd T SidpKeLo. TOV
6niaopov.

Ta akdrovBa copntdpata, To omoio evoéyeTat va givatl Ady® TG andGVPoNG, LITOPEL VO ELPAVIGTOVV
G€ veoyévvnto amd UNTEPES oL glyav AdPet kovetiamivn To terevtaio Tpipnvo (Tovg TedevTaiong TpeLg
UAVEG TNG EYKVUOGVVTG TOVG): TPEUOVAO, HVTKN dvokapyio Kaun advvapio, vavniia, di€yepon,
TPOPAROTA STV vamTvon| Kot SuckoAia ot cition. Edv 10 nopd cog avortdiel onotadnmote amd
OUTA TO GUUTTOUATO, UTOPEL VO YPELICTEL VO EMKOVMOVIGETE LE TO Y1OTPO GOG.

O ynon ko yEPLoROS PNYAVRLATOV

Ta diokia cog pmopel va cag Tpokarésovy vvnia. Agv mpénet va odnyeite 1} va ypnoyLonoleite
0TO100NTOTE EPYOAEID 1] LYV LALTOL LEYPL VO, OLOTMICTMGETE LE TOWOV TPOTO Gag ennpedlovy ta
dlokia.

To Quetiapine/Generics mepiéyel Aaxktoln

To Quetiapine/Generics nepiéyet Maktoln, n onoia ivar pio poper cakydpov. Av o yaTpdg 6oG, GOG
EVNUEPMTE OTL EYETE dLGOvELin 0 OPICUEVO GAKYOPO, ETUKOIVAOVIGTE LE TO YIUTPO GOG TPV TAPETE
OVTO TO PAPUAKEVTIKO TPOTOV.

To @appoxo avtd meprEyel Myotepo and 1 mmol vatpiov (23 mg) ava dwokio, sivor avtd mov
ovopdlovpe «erevBepo vatpiovy.

Emntmosgig 6Tovg EAEYYOVS QUPUAK®V GTO, 0VPU

Av xdvete Eheyyo papudkov ota ovpa, n Ayn Quetiapine/Generics umopei va tpokaAiécst OeTikd
amoteléopata yio Lebadovn 1 opiopéve QAapHOKa Yo TV KatdBAnym mov ovoudovtol TpKuKAKE
AVTIKOTUOMATIKA, OTAV YPNCLOTOOVVTAL OPIGHEVES LEDB0JOL EAEYYOV, £6TM KOl OV OEV TOIPVETE
uebaddvn 1 TPIKLKAIKA avtikatabAmtikd. Edv coppel avtd, umopei va yiver pio o e1dkn eE€taon.

3. Iog va mapere To Quetiapine/Generics

[Tévtote va maipvete owTO TO PAPLOKO ALGTNPE GOUPOVE LE TIG 03N Yieg TOV YloTpov cag. Edv €xete
apePoriec, pOTAGTE TO YIATPO 1 TO POPLOKOTOLO GOC.

O y101pdg 600G B amoPacicel oyeTKd pe Vv apyikn oag do6omn. H 6om cuvtipnong (nuepriola d6om)
0a e&apnOel amd T vOG0 Gog Kat TIG avaykeg cag oALG cuvnmg Ba ivar petaly tov 150 mg kot tov
800 mg.

o  Oa Aapupdvete Ta diokia cag pio Popd Ty Nuépa, TV dpa TG Ppadivig katakAiong 1 dvo
QOPES TNV NUEPA, avaAoya e TV TaOnon oag.

o Karameite To diokio cag oAdKANpa pe vepd. Mropeite va AaPete ta diokia cog cuvodeia 1
oYL TPOPNG. Agv mpémeL va ivete Yoo Yrpémepout evd Aaufdvete to Quetiapine/Generics.
Mmnopei va ennpedost tn Spdor Tov PapUAKOov.

o Agv mpémel va oTAUOTHOETE va AapPdveTe o Slokio oag akdun Kot eav aicfdveote KaAdTEPQ,
€KTOG Kol €0V GOG TO LTOJEIEEL 0 Y10TPOG GG,

Hrotikd tpofiipata:
Edv &yete nratikd mpofAnpata o yiatpog oag pmopel va aALGEEL T 600T GOG.

Haxuiopévor:
Edv giote nAikiopévog pumopel o yotpog cag va oAAGEEL T 6001 GG,

Xpion o€ Too1a kKo @1 pfovg



To Quetiapine/Generics d¢ Oa Tpénel va ypnoiponoleital o€ maldld Kot prifovg nitkiog kK4Tm tmv 18
ETOV.

Eav napete peyorldtepn d6on Quetiapine/Generics amd v Kavoviki

Edv AaPete neprocdtepo Quetiapine/Generics omd avtd Tov GogG EXEL GUVTAYOYPUPNGEL O YIOTPOG GOG,
pmopel va oioBovBeite vootaypévogs, COMGUEVOS Kol VOL TOPOVGLAGETE U] PUGLOAOYIKO KapOLoKO
pLOUO, ENpocTopia, SLGKOIMOTNTA, SIUCTOAUEVEG KOPEG 1) B0AN OpaoT). Emtkoveoviote apéowng e To
yYwTpd Gog N pe o TAncéctepo vocokopeio. Na €xete pali oag tov mepléktn kot 6ca diokia £xovv
TMEPIGGEVEL.

Eav Eeyaoete vo mapete pua d6om Quetiapine/Generics

Edv Eeydoete va mhpete pia d6om, mapte v wOAG to Bupnbeite. Edv mAncidlet n opa yio v
EMOUEVN OGN OaG, TEPEVETE UEXPL TOTE. MMV TAPETE SITAT HOCT] Y10 VO OVOTANPAOGCETE VO, S16KI0
mov Eeydoarte.

Eav otapaticete va maipvere to Quetiapine/Generics

Av Eapvikd otapatoete va Aaupavete to Quetiapine/Generics, pumopei va unv pmopeite va
kownBeite (admvia), va cucBavleite vavtio 1 propet va cog epeovicdel movoképarog, diéppota,
éuetocg, {aAn M evepebiototta. O yTpdc cog Uropel va cog Tpoteivel va peidoete Paduiaio t doom
7pwv 1 drokonn g Oepamneiog.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPTOT CLTOV TOV POPUAKOV, POTNGTE TO YLUTPO 1) TO
POPULOKOTOLO GOC.

4. IMBavéc avemOOpnTES EVEPYELEG

Onwg 6o Ta eAppaKa, £TGL KOL GVTO TO QAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol Oev Tapovcldlovtal 6 GAOVG ToVS avEpPOTOLG,.

Emkowoviote AMEXQY g évav yuotpoé £0v TopovoLdcETE KATOL0 06 TIC TOPUKATO
avemOounTeg evépyereg:

ITol¥ evyvég (umopei va mpocfdilovy mepiocdtepa and 1 ota 10 dropa):
e M QUGIOAOYIKEG KIVAGEIC TOV LAV, AVTEC Tepiiapufdvouy duckola oty évapén Luikov
Kvioemv, TpOHo, aicOnua avnovyiog n poikn svokapyio xopic movo.

Toyvég (umopolv va TpocPariovy éwg 1 ota 10 dtoua):
o YKEYEIC OVTOKATAGTPOPNG KOl 0LTOKTOVING 1 EMdeivdon TG kKatdOAnyng oag.

Oy svyvég (Lmopovv va mpocPdiiovy émg 1 ota 100 dropa):

o Yakyopddng dtafrTng: Tabnomn oty onoin To cO EiTe dEV TOPAYEL APKETT VGOLAIVN 1] O
16701 TOL CAOUATOG OEV UTOPOVV VO, YPTCLULOTOIGOVY TNV IVGOLAIVT TOV VTTAPYEL. AVTO 0dNyel
o€ VIEPYALKaLpio (VYNAO 6hKkyapo oto aipa). Ta copntdpata propet va teptiapupavouvv
vrepPfoikn diya, avénuévn 6peén pe andiela Bdpovg, aichnua Kénwong, KATOGTOANS,
advvapiog, Katadiwng, evepebiototntag Kot yevikng adiabesiog Kot amoBoin peyding
TOGOHTNTOG OVP®V

e Kpioeig ) onacpol

o Alepykég avTIdpAGELS TOL UTTOPEL va, TEPILOUPBAVOLY SOYKMGELS 6T0 0pua (Toupov(),
TPNEWO TOL OEPATOG Kol TPNELHO YOP® ATt TO GTOUA

o AveféleyKTeC KIVIIOELS, KUPIME TOV TPOGMOTOL 1| TG YAMOGCAS GG

o Alayn ™G NAEKTPIKNG OpaoTNPLOTNTAS TG KOPOLAg Tov eppaviletal 6To
niektpokapdoypdenua (tapdtacn Tov QT S106TAHLATOC) Kot UTOPEL Vo TPOKOAECEL TOAD
YPYOPO Kopdiakd puOuod kat Amobovpio, TpokaAdvTag cofopd TpofAnuato amd TV Kapdid.

e AvckoAia 6Ty obpnoN.

o Emdeivoon mpodmdpyovrog dofnn



Xaavieg (umopovv vo mpocPdirovy £og 1 ota 1.000 dropa):

"Evag ocuvovacpdc mopeton, epidpoong, LuIkng dSvokapyiog, aeOnuatog Evtovns Katdmtmong
N MmoBopiag, peyding avénong oty mieon Tov aipotog | 6Tov Kapdlokd pudud (pia
dloTapayn ToL OVOUALETOL «KAKONOES VELPOANTTIKO GUVOPOLOY)

dLeypovn Tov TaYKPEATOG 1 07010 TPOKOAEL GOPapd TOVO GTNV KOIAG Ko GTNV TAATY.
Kupiviopo tov dépuatog kat Tov patidv (Iktepog)

dLeypovn Tov NTOTOG (NTOTiTION)

Endovvn ko peydng didpkelag othon (Tplomicpoc)

®pdupor aipatog oTig PAEPES, 1W10{TEPO GTO TOJI (TO CLUTTOUOTA TEPIAAUPAVOLY 0N,
ovo Ko epuBpotTa 6T0 THOL), O1 omoiot pumopel va petakivnBodv PEcm TOV APoPOPOV
ayYEI®V 0TOVG TVEDUOVEC TPOKOADVTAG TTOVO 6TO Bdpaka Kot SVGKOALD GTNV AVOTVOT
2uVvOVaGHOS TVPETOV, GCUUTTOUATOV TAPOLOI®V UE EKEIVOV TNG Ypimng, TovOrapo 1
omoladNmote GAAN Aoiuwén pe TOAD younAd aplBud AevkokuTTapmy, Ui Tidnor Tov
ovopaCeTol AKOKKIOKVTTOPOLLLIOL.

Amo6ppoén Tov eviépov, 1) ontoio Tpokaiel GoPapr] SUGKOIAIOTNTO KOl LETEMPIGUO TOL
ouvodgbovtal amd TPNEO 1 TOVO GTO GTOUAL.

IMoAd eravies (umopovv va tpocfdAirovy éwg 1 ota 10.000 dropa):

Yofapn arrepykn avtidpacn (ovoudletotl avaevia&io) Tov puropei vo tephapuPdvet
dvokoiia otnv avomvon, {aAn kot kaTépperym

YoPapo e&dvOnua, mov propet va egiyBel ypryopa. Ta copntdpoata propei va
TePAaUPavouy epOpOTNTU TOL SEPLOTOC LE PLCOAIDEG KO ATTOAETIGT), KLPIOE YOP® OO TO
GTOUA, TN KOTT, TO UATIO KOL TO, YEVVITIKG Opyova (KOTAGTAON YVOOTH ¢ GuVOpouo Stevens-
Johnson)

Tay0 oidnpa Tov dépuatog, cuviBmg YOpw amd Ta piTio, To XA Kot To Acpd

Emdeivoon tpoimdpyovtog drafntn

AxatdAinAn éxkpion g ADH, pog oppdvng n omoia Tpokadel 6TO CAOO KOTAKPATNON
VOOTOC KO 0paimdoT) TOV aiplatog, To 0moio HEIdVEL To amobépato Tov vaTpiov. Avtd pmopei
VoL 001 YNOEL GE€ YOUNAOTEPO. EMTESQ VATPIOL OO TO PLGIOAOYIKO GTO QL0 LE OTOTELEGIO VO,
aoBdveote aduvapio Kot cOyYLon 6 GLVOVAGUO Ue PVIKO TOHVO.

AmodouUNoN TOV HUIK®V VOV 1) 0TToio TpokaAel Tovo, evatcOnoio Kot aduvapio Tov Hov
(papdopvdrvon).

Mn yvootig (1 ovyvotnta dev umopei va ektiundei omd to Stobéoa dedopéva):

Extetapévn epubpodtnto Tov 0EpUATOG IE PUGOAIDES KAl ATOAETIOT| GE LEYAAES EMPAVELEC
TOV GOUATOG (TOEIKT EMOEPLKT VEKPOAVOT))

AvTtidpdoeis papudkov pe noovoeiiio kot cuotnpatikd cvuntopata (DRESS).
I'evikevpévo e€avOnpa, vynin Bepuokpacio cOUATOG, OVENGT TOV NTOTIKAOV EVEOU®V, UN
(QUVGLOAOYIKA EVPTLOTA GTO AN (NOGIVOPIAIR), S10YKMGN T®V AEUPASEVOV KoL ELTAOKN
ALV 0pYavmV TOL 6OUOTOS (PApUOKELTIKT AVTIOPACT] LE NOCIVOPIAIN KOl GUCTNLATIKA
cuUTT®WOT TOV gival emiong yvmotd wg DRESS 1 cbvépopo vrepevaicinciog eapudicov).
2 TONATI|OTE VO PN CLUOTOLEITE TV KOVETLOTIVI] OV ERPAVICETE OVTA TA COUUTTONUTO KoL
EMKOIVOVIGTE PE TO T1ATPO 60c 1| avalnTioTe apéomg oTpiki fondera.

Ayyeloxd eyKe@olkd enelcdolo.

Addeg mOavEG avemBOUNTEG EVEPYELEG:

ITol¥ evyvig (Lmopolv va mposfarlovy mepiocdtepa omd 1 ota 10 droua):

76 (umopel vo 00N yNOEL OE TTMGELS), TOVOKEPAAOGS, ENPOTNTO GTOUOTOG

Yrvniio (Umopel vo vTOY®PNIGEL LE TO YPOVO, EVOC® cuveyileTe Vo TaipveTE TNV KOVETLOTIVN)
(umopel va 001 YNGEL GE TTOOELS)

Ta ovurtopate, ardcvpong (CLUTTOUATO TOL EUPavifovTal OTaV CTOUATNOETE VO AaUPaveTe
TNV KoveTamivn) meptlopfavouy abmvia, vavtio, TovoKEPaAo, d1dppota, ELeTo, COAN Kot
€vePENETOTNTA. ZVVIGTATOL GTUSIOKT ATOGVPCT G€ ST TovAdY loToV 1 Emg 2
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gBoopdowmy.

Avénon PBapoug
AMayég 6TV TOGOTNTO OPIoUEVOV MTSImV (TpryAukeptdimv Kot OAMKNG XOANGTEPOANC).

Toyvég (Lmopolv va TpocPariovy émg 1 ota 10 dtoua):

Tayvkapdio

Aiobnon 611 1 Kapdd cog Ktumd duvatd, YpRyopa 1 akavovieTa
AvokotMotTo, 6TopoyIKY dtatapoyn] (Svomeyia).

Alobnpuo advvapiog

Oidnua ota Ave 1 KAT® aKpo

Yndtaon Katd v €yepon. Avtd umopel va cog Kavel va aicBavleite (oAn 1 AuroBoupikn tdom
(umopel Vo 001 YN OEL GE TTMGELK).

Avénuéva enimeda GOKYAPOL GTO aipa

®oAn 6paon

Mn @uGLOAOYIKG OVELPO. KO EPLAATEG

AloOnuo peyadvtepng meivag

AicOnuo evepebiototntog

Awotapayn TS opAiaG Kot Tov AOyov

Aayaviocpo

"Epetog (kuping 6to0ug NAMKIOUEVOLQ)

[Tupetodg

MetofoAéc TG TOGOTNTOG TOV OPLOVAV TOL BUPEOEIDN GTO Oipa GOGC

Meimon tov aplfuov opIGHEVOY TOT®V KLTTAP®Y TOV OiUATOg

AvENGELg TNE TOGOTNTOC TOV NIATIK®OV VDUV oL Tpocdiopilovtal oto aipa

AVENGELG TS TOGOTNTOC TG OPLOVTG TPOAKTIVIG 0To aipa. Ot awénoelg g opuovig

wpoloktivng Ba UTopovoay 6€ GIAVIEG TEPIMTMOGELS VAL TPOKOAEGOVV T, akOAoLOQL:
- AOYKOON TOV LOCTOV O AVTPEG KOL YOVOAIKEG KO LT OVOIEVOUEVT] TOPUYDYT YOAOTOG
- Xgyouvaikeg va unv &xovv unviaio tepiodo N otabepn mepiodo

Oy ovyvég (Lmopodv va TpocPirlovy éwg 1 ota 100 droua):

Avcdpeoto aicOnuo ota Tod0 (emiong ovopdaletal GHVEPOUO AVIGLYMV TOJIDV)

AvckoAia oty Katdmoon

Ye€ovolikn dvoiettovpyia

Bpoadutepog amd to puoiohoyikd Kapdiokodg puOuds mov pumopel vo eLeavioTtel Katd tnv
évapén g Bepoameiog Kot pmopel va cuoyeTicbei ue younAn aptnplokn mieon kot Atrodupia
AuoBovpkn Tdon (Umopet va, 0dNYNHGEL 6 TTOGELS)

Pwum coppopnon

Meimon tov ap1fuov tov epubporvtTdpny

Meiwon g mocoTNTOG TOL VOTPiov 6TO O

Yravieg (umopodv vo mposBariovy £mg 1 ota 1.000 droua):

AOYK®ON TOV HOCTOV KOl U1 OVOUEVOLEVT Tapay®YN YEAATOG (YOAAKTOPPOLL)

Awtapoyn eppnvoppuciog

Noa eprotdte, va UAATE, va Tp®TE 1] Vo KAveTe GAAL TpdypaTo EVOG® KOUAOTE

Mewopévn Beppokpacio chpatog (vrobeppio)

Mo taOnomn (amokaiovpevn "petaforikd ochvopopo") 6mov prnopel va £xete GuVOLOGUO 3 M
MEPLGGOTEPWV OO T AKOAOLON: ENGT AITOVG GTNV TTEPLOYN TG KOWATAG, Lelmon ¢ "KaANG
yoAnotepoing" (HDL-C), avénon evog thmov Mmidimv 6to aipa cog Tov ovopdiovrol
TPLyAvKePida, VYNAN apTNPlokn Tieon Kot ahENCT TOV GUKYAPOL GTO OO GOC.

AvENUEV @OOEOKIVAGCT TNG KPEOTIVNG aipatog (o ousio TOV HudV)

Mn yvootig (n ovyvotnto 6gv pumopei va ektiun el amd to diabéotpa dedopévar):

Agppotikd eEavOnuo pe akovovioTeg KOKKIVES KNAISES (ToADHOp@Po ephonua)
SOUTTOUOTO ATOGVPONE UTOPEL VO, ELQAVICTOVY GE VEOYEVYI|TO, BPEQT] UNTEP®V TTOV EYOLV
AGBetl koveTiamiv KOTA TN SEPKELD TNG EYKVUOGHVIG TOVG

7



H xamnyopia tov @opudkov otnv omoio aviKeL 1) KOLETIOTIVY UTOPEL VO TPOKAAEGEL SLATAPUYES TOV
KapdLaKov puOpov, ot omoieg pumopel va eivar coPapég Kot oe Paplég TEPTTOGELS, BavaTnQOPES.

Opiopéveg TapevéPYELES TAPOTNPOVVTOAL LOVO OTAY YivovTol e£€TA0ELS aipoToc. AvTtég mepthapfavouy
petaforés oty mocdTTA OPIGHEVEY MTdimV (TpryAukepidia Kot OAIKT XOANGTEPOAN) 1| GAKYOPO GTO
aipo, LETABOAEG TG TOCOTNTAG TMV OPLOVAV TOL Bupeoeldn| oTo aipa, avénuéva nratikd Evivua,
LELOGELS 6TOV apBO OPIGUEVAOY TOT®V Oocpapiov, pelmwomn g TocdtTnTag TV EpuBpoKVLTTaPOY
670 aipa, avEnon e POGPOKIVACTG TNG Kpeativng oto aipa (Uieg ovsiog Tov pudv), pueiomon g
TOGOTNTOG TOV VATPIOL OTO Ol Kol avENon TN TOGOTNTOG TNG OPHOVIG TPOAUKTIVIG GTO aipla.

O y10tpdc oag pmopel va cag (ntioet va VTOPIAAESTE GE OLUATOAOYIKES EEETAGELS OVAL OLOLGTILLOLTAL.

Avem@ounreg evépyeieg € mardLd ko eprffovg:
"Id1eg avemBOUNTES EVEPYELEG LLE OVTEG TTOVL OTUELDVOVTOL GTOVG EVIIAMKEG, Uopel emiong va
onpewbovv ce Toudd Kot eProuc.

Ot ax6AovBeg avemBounteg evépyeteg £xovv mapotnpndel mo cvyvd o Todd Kot pPoug 1 dev
€xovv mapotnpnOei og eviAIKeG:

IoAd ovyvég (Lmopovv va tposPiriovy mepiocdtepa omd 1 ota 10 dropa):
o Abv&nom g mocdtrag oTo aipa pag oppodvng mov ovopdaletar Tporaktivr. H avénon g
0pHOVNG TPOAUKTIVIG UTOPEL VO 001 YNOEL GE GTAVIEG TEPIMTMOGELS GTOL akOAoVDaL:
- AOYK®ON TOV LAGTOV G 0yOpLa Kol KOPITGLoL KO 11 AVOUEVOLEVT] TOPUY®YT YOAUTOG
- XgKopitola vo punv xovv unviaio tepiodo 1 otabepn mepiodo
e Av&nom g 6pedng
e ’'Epetog
e M @UGI0AOYIKES KIVAIGEIS TV odV. [leptiapfdavouy duckoria oty Evapén WOiKOY KIVIGEDY,
TpoUO, aicOnua avnovyiog 1 poiky dvokopyio yopig Tovo.
* Avgnon g aptnpuakng mieong

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dropa):

o AioOnua advvapiog, Mmobouikn taon (Umopei va 03Ny GEL GE TTOGCELS).
e  Pwum ocoppopnon

o AiocOnua ekvevpiopov.

Ava@opd avemOOunTOV EvEPyELOV

Edv mapotnpfoete Kamolo, avemBOunTn evEPYELQ, EVIUEPDGTE TO YITPO 1) TO PUPUOKOTOLO GOG N

TOV/TNV VOGOKOUO G0G. AuTd 1oy0eL Kol Yo KABe mBavi) avemBOunTn evEPYELD OV OEV OVAPEPETOL

670 TaPOY PUALO 0dNYIDV XpNong. Mropeite eniong va avoaeépete avemBountes evépyeieg angvbeiog,

UEG® TOV €0VIKOD GLOTHUATOG AVOPOPAS:

- otov EBviko Opyoviopo @appdkeov, Mecoyeiov 284, GR-15562 Xoiapydc, Adfva, TnA: + 30
21 32040380/337, ®o&: + 30 210 6549585, Iototonog: http://www.eof.gr, yio tnv EALGSa, 1

- ot Papuakevtikéc Yanpeoieg, Yrovpyeio Yyeiog, CY-1475, www.moh.gov.cy/phs, Fax: +
357 22608649, yio v Kozpo.

Méow g avapopdg avemBOunNToOV gvepyel®v pumopeite va fondncete ot GLAAOYY TEPIGGOTEP®V

TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TAPOVTOG POPLAKOL.

5. Mog va pviascete To Quetiapine/Generics
To @apuako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVVY KoL O&V TO POAVOLV TOL TOUdLA.
Na pn ¥pNoLHOTOoLEITE AVTO TO PAPLLOKO LETE TNV NEpOUNVIA AENG TOL OVOQEPETAL GTO YAPTIVO

kouti petd to AHEH 1 to EXP. H nuepounvia AnéEng etvar n tehevtoio nuépa Tov pivo mov
avaQEPETOL EKEL.


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

Agv vapyovV e101KEC 00N YiEC SLUTPNONS Y10l TO POPUAKEVTIKO OTO TPOTIHV.

Mnv metdite eappaKa 6To vEP TNG AMOYETELONG N OTA OIKLAKA amoppippata. Pomorte to
(QOPLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLLOKO TTOV OEV XPNOLUOTOIEITE T AT TOL HETPaL Oa
BonBnocovv oty tpoctacia Tov TepPaiiovtog.

6. Iepreyépevo TG cuoKELAGINS KO LOITES TANPOPOPiEg

T gpréyer to Quetiapine/Generics

- H époaotikn ovsia etval n KoveTIOmIV GOLLLOPIKY.

- KdBe emkadoppévo pe Aemto vuévio diokio tov 25 mg/100 mg/200 mg/300 mg mepiéyet 25
mg/100 mg/200 mg/300 mg kovetiomivng (g KOVETIOTIVY] POVLLOPIKT)).

- Ta @Aha cvotatikd givat: Aaktoln povobdpikn], Kuttapivr pKpoKpLGTaAALKY, ToPfddvn 30,
Loyviolo oteatiko, dpvio kappoiuvpedvimpévo vatpovyo (Tomog A), aoPEGTIO POGPOPLKO
0&wvo dHopIKo.

H emdAvym tov diokiov mepiéyet:

Aroxio 25mg: vpopeAloln, titaviov do&eido (E171), moivaBvievoylooin 400 o
o1dnpov o&eidio epvbpd (E172)

Mioxio. 100mg: vpopeAholn, trtaviov dro&eidio (E171), moivatbuievoyivkdin 6000, cid1pov
o&eidio xitpwvo (E172) kot tdAkn

Mioxio 200mg & 300mg: vapoueAroln, titaviov dio&gioo (E171), moivaiBvievoyrvicoin 400
Ko ToAvcopPiko 80

Ep@avien tov Quetiapine/Generics kot agpieopnevo TG 6VGKEVAGING
Ta dwokio Quetiapine/Generics eivot emkaAvupéva pe Aemtd vuévio diokia.

Aroxio twv 25 mg:

To dwokio eivat GTPOyYLAOD GYNUOTOG, POSAKIVI XPDLOTOC, AUOTKVPTO KoL PEPEL OPAYLEVO TO
Stokprtikd «Q» ot pic Oy TOL.

Ta dwokia diatiBevton oe cvuokevacieg kKuyéing (blister) 1, 3, 6, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84,
90, 98, 100, diokimv, oe ovokevacieg didtpnng KuywéAng (blister) povadag ddong Twv 6 X 1 kot ot
oaheg tov 60, 84, 90, 98, 100, 250, 500, 1000 diokiwv.

Aroxio twv 100mg:

To dwokio Twv 100 mg gival 6TpoyyvAoh GYLOTOC, KITPIVOL YPMUATOS, UUPIKVPTO Kol PEPEL
yopaypuéva ta dStakprtikd «Q» mpog «100» otn pio 6yn TOL.

Ta diokia diatiBevrol o cvuokevacisg kuyéAng (blister) 1, 3, 6, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84,
90, 98, 100, diokimv, oe ovokevacieg didtpnng KuywéAng (blister) povadag ddong Twv 6 X 1 kot og
oaheg tov 60, 84, 90, 98, 100, 250, 500, 1000 diokiwv.

Aoxio 200mg:

To dwokio Twv 200 mg gival 6TPoYYLAOD GYNLATOC, AEVKOD YPDOUOTOG KOl PEPEL XOPAYUEVA TO.
Suokprrikd «Q» wpog «200» ot pic OY”M TOL.

Ta dwokio datifevion og cvokevaocieg koyéAng (blister) 1, 3, 6, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84,
90, 98, 100, diokimv, e ovokevacieg didtpnng KuyéAng (blister) povéadag ddong Twv 6 X 1 kat o
puakeg Tov 60, 84, 90, 98, 100, 250, 500, 1000 Siokimv.

Awoxio 300mg:

To dwokio Tov 300 mg gival oyNUaTOg KOyaKiov, AEVKOD YPOUATOG KOl GEPEL YOPOYUEVA TO
Suokprrikd «Q» pe yopayn «300» ot pia 6yn tov. To diokio pmopel va draywpiobei oe dvo ioeg
docelc.

Ta diokia diatiBevral o cvuokevacisg kKuyéAng (blister) 1, 3, 6, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84,
90, 98, 100, diokinv, g cuokevacieg didtpntng kKuyéAng (blister) povadag 66ong tov 6 X 1 ko o
ouahec tov 60, 84, 90, 98, 100, 250, 500, 1000 diokiwv.



Mmropei va, unv KuKAOPOpPOUV OAEG Ol GLOKEVAGIEC.
Kéroyog Aderag Kvkrhogopias ko ITapackevaotiic:

Karoyog Adgrag Kvkhogopiag otnv EALGOQ:
Generics Pharma Hellas EIIE,
Ay. Anunrpiov 63, 174 56 Alpog, Tni: 210-9936410

Karoyoc Aderag Kvkhogopiog otnv Kdvmpo:
Mylan Ireland Limited, Unit 35/36 Grange Parade, Baldoyle Industrial Estate, Dublin 13, Ireland

Tomkog Avtirpocmnog Kompov:
Bopvépoc Xatinmavayng Atd

Aewo. I'idvvov Kpaviduntn 226

TK 2234, Aotcid, Asvkwoio, Kbdmpog

Hopoackevaoctig:
McDermott Laboratories t/a Gerard Laboratories, 35/36 Baldoyle Industrial Estate, Grange Road,
Dublin 13, IpAavéio

Generics [UK] Limited, Potters Bar, Hertfordshire, EN6 1TL, Hvopuévo Baoiieto

AvT6 TO QUPUAKEVTIKO TPOTOY £yl eykprOeil ot Kpatn Méin tov Evporaikot Owoevopkov
Xaopov (EOX) pe Tig axdérov0eg ovopaocisg:

Bélyo: <Quetiapine Mylan 25 mg, 100 mg, 200 mg, 300 mg Filmtabletten>

Kompog: <Quetiapine/Generics 25 mg, 100 mg, 200 mg film-coated tablets>

Togyio: <Quetiapin Mylan 25 mg, 100 mg, 200 mg, 300 mg, potahované tablety>

Aavia: <Quetiapin Mylan >

Owhavdio: <Quetiapin Mylan 25 mg, 100 mg, 200 mg, 300 mg kalvopaéllysteinen tabletti>

I'epuavio: <Quetiapin Mylan 25 mg, 100 mg, 200 mg, 300 mg Filmtabletten>

EALGda: <Quetiapine/Generics emikoAvpuévo pe Aentd vuévio diokia 25 mg, 100 mg, 200 mg, 300
mg>

Iohavdio: <Quetiapin Mylan 25 mg, 100 mg, 200 mg, 300 mg filmuhudadar téflur >

Ionavia: <Quetiapina MYLAN 25 mg, 100 mg, 200 mg, 300 mg comprimidos recubiertos con

pelicula EFG>

Iphavdio: <Geroquel 25 mg, 100 mg, 200 mg, 300 mg film-coated tablets>

OMavdia: <Quetiapine Mylan 25 mg, 100 mg, 150 mg, 200 mg, 300 mg, filmomhulde tabletten>

IMoiwvia: < Etiagen 25 mg, 100 mg, 200 mg>

IMoptoyakia: <Quetiapina Mylan 25 mg, 100 mg, 150 mg, 200 mg, 300 mg comprimido revestidos por
pelicula >

YhoPoxkia: <Quetiapin Mylan 100 mg, 200 mg, 300 mg filmom obalené tablety>

Hvopévo BaoiAeio: <Quetiapine 25 mg, 100 mg, 150 mg, 200 mg, 300 mg film-coated tablets>

To wapdv @UAA0 00N IOV Yp1ioNS avade®P1)ONKe Y10 TEAEVTOIO POPE GTIC:

Ynv EAldoa: @defpovaprog 2020
Xnv Kompo: 05/11/2019
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