OYAAO OAHTI'TQN XPHXHX



@viro oonYLOV rpnong: Iinpoopics Yo Tov ac0evi)

Quetiapine/Mylan 50 mg dwokia TapateTapévng amodéopsvong
Quetiapine/Mylan 150 mg diokio TopaTETAPEVIS 0TOOECUEVONG
Quetiapine/Mylan 200mg diokio TaPATETOREVIIG UTOOEGUEVONG
Quetiapine/Mylan 300mg diokio TaPATETOREVIIG UTOOEGUEVOG
Quetiapine/Mylan 400mg dwokio TaPaTETOREVIIG ATOIEGUEVONG

quetiapine

AwPaote TPOGEKTIKA OAOKANPO TO PVALO 0ONYLOV YP1ONS TPV UPYICETE VO TAIPVETE
avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL ONUOVTIKES TANPOPOPIES Y10 CUS.

DdurdEte avtd To PUALO 0dNY1DV. Towg ypetootel va to dafdcete Eava.

Edv éxete mepartépo amopieg pOTAGTE TO Y1OTPO 1 TO PAPLOKOTOLO GOG.

H ocuvvtayn ywo avtd 1o @appoko yopnynonke omokKAEIGTIKA Yo oag. Agv mpénel va
OMGCETE TO PAPUOKO G€ AAAOVG. Mmopel va Tovg TpoKaiésel PAAPN, axdpa Kot dtav ta
onueia g acBévelds Tovg eivor 101 pe Tar S1Kd GOg.

Edv mapotnproete Kamoo avemBOunT evEpyeld, EVIUEPDGTE TO YIATPO 1 TO
(OPUOKOTOL0 GOg. AVTO WGYLEL Kot Yio KAOe mhav avemBountr evépyelo Tov dev
aVAPEPETAL GTO TTAPOV PUALO 0ON YLDV Ypriong. BAEre mapdypago 4.

T epréyel 1o Tapov UALO 00NYLOV:

oukrwhE

1.

Tt eivon to Quetiapine/Mylan ko mowa givon 1 xprion Tov

T npémer vo. yvopilete mpotod napete to Quetiapine/Mylan
I va mépete 1o Quetiapine/Mylan

[MBavég avemBounteg evépyeteg

Iog vo puidooeton To Quetiapine/Mylan

[epieydpevo g GuoKELOGING KOl AOITEG TATPOPOpPiEg

T givor To Quetiapine/Mylan kat mowa givar 1 xpien Tov

To Quetiapine/Mylan nepiéyet pia ovsia Tov ovopdletar quetiapine. Avt aviket o€ po
KoTnyopia eopudkmv, mov ovopdlovol aviyvymotkd. To Quetiapine/Mylan pmopei va
ypnowomoindei yio tn Oepaneia dtopopmwv acbeveldv OTMS:

Awmolkn kotabiym kot peilova katabmtikd ensicddio oe peilova kataOAmTikn
dwtapayn: 6mov aeBdveote Avmnpévog. Mropet va damiotmoete 6Tl achiveste
KatdBAym, vimBete £voyog, xopic evépyela, Eete xaoel TV Ope&n cag N dev pumopeite
va, kowunOeite.

Mawvia: 6mov pmopei va voidbete évtovn gevpopia, kEQL, d1€yepor, evBoLoAGUO 1|
VIEPOPUCTNPLOTNTA, | VO EXETE EAMTT KpioT, cvumepAapPavouévon Tov va elote
eMOETIKOG 1 OTOSIOPYAVOUEVOC.

Yyloppévela: OTov UTopEl va oKoVTE 1) Vo oloBivesTe TparypaTa To 0ol OgV
VITAPYOVV, VO, TIGTEVETE TPAYLLOTA TTOV OgV eivar aAnOwd 1 va awsBdveote acuvhdiota
KoOTOTTOG, 0yX®UEVOC, UTEPOEUEVOC, £V0Y0G, Vo Ppickeote og Eviaon N va. iote
UEAQYYOMKOG.

Ortav LopPavetar Quetiapine/Mylan yia ta pueilova katabAntikd eneic6dia ot peifova
katafAmTikn Satapayn], Bo Aapfavetol emmAéov Kol KAmolo GALO PAPHOKO TOV
y¥pNoLonoteitar yio tn Oepaneio avtig TG oobévetog.

O ywtpdc cag pmopei vo ovveyilel va cag yopnyel Quetiapine/Mylan axdpa kot av vidbete
KOADTEPQL.



2. T apéner va yvopilete Tpotod napete To Quetiapine/Mylan

Mnyv napere 1o Quetiapine/Mylan:
- o€ mepinteon oAdepyiag oty quetiapine 1 o 0mo108MmoTE GALO 0Td TO. GLGTATIKG
OVTOV TOV PAPUAKOL (avapEépovTal GTNV Tapdypago 6)
- o€ MEPIMTOGT TOL TAIPVETE OMOLOINTOTE A0 TA TAPOUKAT® PAPLLOKOL:
- optopéva papuaka, yio tov HIV
- PApUOKO, TNG OHAdHS TV AloADV (Y10 LUKNTIAGELS)
- erythromycin 7 clarithromycin (yio AowdE&eig)
- nefazodone (yw kat@OAym).

Na pun Aafete o Quetiapine/Mylan av ta tapordve 1oyvouvv yia €66c. Av dev giote BéParot,
EVNUEPDOTE TO Y1OTPd 1 TO PUPUAKOTOL0 GG TP TapeTe To Quetiapine/Mylan.

IIposgidomou)oels Ko TPOPVAGEELS
AmevBuvbeite 670 yraTpd 1 T0 poppakonold cog mpwv mhpete o Quetiapine/Mylan gdv:

¢ Eoelg, 1 kdmowog otnv owkoyéveld oag, £xel 1 eiye kopdiakd TpoPAnpata, yio
TopAdEy Lo TPOPANUOTO HE TOV Kopdlakd puOpod, e£acfévion Tov Kapdtakoh Huog 1
QAEYLOVT TNG KaPOLAC 1} AV TOUPVETE KATO PApLOKa. TO, 0700, O pmopovcay vo
EMNPEACOVY TOV TPOTO TOV KTLTA 1) KAPSLL GOLg
"Exete younAn aptnplokn wieon
"Exete vmootel eykepolikd ne1c6010, 1010iTEPQ OV EIGTE NAMKIOUEVOC,
"Exete mpoPALoT LE TO CUKADTL GOC.
Eiyote pio eminmrikn kpion (kpion 6Tocp®v).
"Exete Swafrtn 1 éxete kivouvo va mapovsidoete dafrtn. Av vat, o yatpdg cog Pmopet
va eAéyEet Ta emineda cakyapov 6To aipa oag evd Aappdavete Quetiapine/Mylan.
I'vopilete 6T1 610 TOPELOOV glyoTe YOUNAA EMiMES O AEVKOKLTTAP®VY GTO aipa Gog (To
omoio Oa pmwopovoe N Oy va. giye TpokAnOel amd GAla edpuoKa).
Eiote nAikiopévog pe dvota (§kntmon eykeoAtkng Aettovpyiag). Edv giote, dev mpémet
vo. AapBavete to Quetiapine/Mylan ereidn 1 opddo TV EUPUAK®Y 6TV 0Tl aviKEL
1o Quetiapine/Mylan pmopei vo av&noet Tov Kivouvo yKeQaAlkoy Enelc0diov, 1 o€
OPIOUEVEC TTEPITTAOGELS TOV Kivouvo Bavatov, € NAMKIOUEVE UTOUN LE AVOLOL.
o Edv giote nAkiopévo dtouo pe voco tov Parkinson (PD)/mapkiveovicud

o Eoeig 1 kdmolog GAAoc 6TV 01K0YEVELD GG EXEL 16TOPIKO OpduPrv oto aipa, Kabmg
QAPLLOKA OTMG AVTA £XOVV GLOYETIOTEL e dnpovpyio Bpoufov oto aipa.

e ’'Exete M elyate (o KOTAGTACT KATA TV OTOI0 CTOLOTATE VO OVOTVEETE Y10l GUVTOLLO,
YPOVIKA SLOGTAHOTA KATA TN SIIPKELR TOL KOvoviKoy Bpadtvol cag vrvou (ovoudletaol
COTIVIKY GIIVOL0») KoL TOUPVETE QAPLOKE TTOV EXPPAOHVOLY TNV GLGIOAOYIKN
dpacTNPIOTNTO TOV EYKEPAAOD («KOTAGTAATIKA).

o 'Eyete M eiyote pio katdotaon Katd tnv onoia dgv umopeite va adeldoete teleing v
KOOTN 060G (KOTOKPATNOT 00VPWV), TACYETE A0 S10YKMGT TOL TPOSTATY, ATOPPOEN
TOV EVIEPMOV 1] ALENUEVT THECT] GTO E6MTEPIKO TOL HOTIOV GaG. Ol KOTAGTACELS QVTEG
UEPIKEG POPEC TPOKAAOVVTOL ATTO PAPLLOKO (TTOVL OVORALOVTOL «OVTIYOAVEPYIKAY), TO
omoia EMOPOVY GTOV TPOTO AELTOVPYIOG TMV VELPIKMV KLTTAP®V, e GKOTO T Bepamneia
OPICUEVOV WOTPIKOV TadncE®V.

o 'Eyete 1010p1kd TpoPANUATOV amd TV YpNon GAKOOA 1] TNV XPNOT POPUAK®V.

Evnuep®oTe 1o y101pd 606 AUEGH OV TOPOVOLEGETE KATOL0 atd Ta akdAOLBA AoV TapeTe
Quetiapine/Mylan:
e Xuvovacoud TupeTol, coPapng LUIKNAG SLCKAUYING, EPIOP®ONG N LEIMONG TOV ETTESOV
ocvveidnong (pio dtatapoayn Tov ovoudleTal «KaKONBEC VEDPOANTTIKO GUVOPOLLON).
Mmnopel va ypelacteite dpeon wtpikn tepifoiym.




o Ave£éheyKTeC KIVIGELG, KVUPIME 6TO TPOGMTO 1 6T YADGGO GG,

e Zd&An 1M coPapd aicOnpa vavniiog. Avtd pumopel va avéncet Tov Kivouvo Tuyaiov
TPOVUOTIGHOD (TTOOT) 08 NAKIOEVOLS acOEevelS.

e  XYmocpovg (eminyia).

o Mokpdg dibpkelag Kol EXMOOVVN 6TVOT (TPLTIGUOC).

O1 KOTOOTAGELG OVTEG PUmopel Vo 0QeilovTal 6g auTdV TOV TOTO PUPUAKOV.

Evnpepaote 1o yuotpd cag 1o cuviopdtepo duvatd 6V TapovcldceTs:

o [lvperod, cupuntdpaTa TOPOUOLL [LE EKEVA TNG YPITNG, TOVOLALLLO T} OTOLOONTTOTE AAN
Aolpmén, kabdg ovTd eVOEETUL VAL EIvaL OTOTEAEG O, EVOG TTOAD YOUNA0D aplBpon
AELKOKVTTAPOV GTO Qiplol GOG, Kot TO 0moio Ba pmopovce va amattel Tn 610K TOV
Quetiapine/Mylan xaun t xopnynon Bepanciog.

o AvokoMoTtnTa e EMPOVO KOIALKO TOVO 1] SUCKOIAOTNTO IOV dEV el ovTamokptOet
o¢€ Bepameia, enEON UTOPEL VO TPOKAAEGEL TTLO GOPOPT| ATOPPAEN TOL EVIEPOV.

YKEYELS QUTOKTOVIOG KL EMOEIVOGT TS KATAO 1| 6o

Edv éyete xatdbhym umopel KAmoleg popég va KAVETE OKEWYELS AVTOTPAVUATICUOV 1
avtoktoviag. Avtég umopei va avénbovv otav Eexvate ) Oepameia, kabbg OAa avtd Ta
eappaka ypelalovtat ¥povo yia va dpdcovv, cuviBmg YOP® G6TIg 0V0 £fOONAdEG AALA
Kdmoteg popég meplocOTEPO. AVTEG Ol oKEYELS Pmopet emiong va avénBovv av Eapvikd
OTOUOTNOETE VO AUUPAVETE T1 QOPUAKEVTIKY GOG OY@YT.

Eivon mo mBavov va €xete avtég Tic okéyelg av glote veapds eviiikoc. IIAnpogopieg amod
KAMVIKEG peléteg £0e1&av pio adENOT TOV CKEYEMY VTOKTOVING KOUT TOV TACEDY
OVTOKTOVIOG G€ VEOPOVG EVAMIKEG LE KOTAOAWYT NAKiag KAT® TV 25 eThOV.

Edv omot0dnmote oty KAVETE GKEYELS QVTOTPOVUATIGHOD 1 GVTOKTOVIOG, EMIKOIVOVI|GTE
HE TO YLoTPO6 6ac M| TyaiveTe 6€ £vo vocsokopeio dpesa. Mmopel va gival xprioo va eite
o€ £va oVYYevi 1 6€ €va 6Tevo @ilo 0Tt €xete KatdBilnym kol va Tovg {ntmoete va dafacovv
aLTO TO PUALO 0OMY1DV. Oa PTopovoate v TOVG {NTHGETE VO GOG TOVVE OV TIOTEVOLY OTL
KaTAOAYT GOG XEPOTEPEVEL 1 AV AVIGVYOVY AGY® OALUYDV GTN CLUTEPIPOPH GOG.

A¥ENon Tov copatikov Papovg
AbvEnon tov copotikod Bapovg £xetl Ttapoatnpndel og aobeveic mov Aaupdvouvv quetiapine.
Eoeig kot 0 yiatpog oog mpémet vo eAéyyete To PAPOg GOC TOKTIKG.

Howord ko "Eenpot
To Quetiapine/Mylan dev mpoopiletar yio xprion o€ modid Kot eprifovg niikiog Katm tmv 18
ETOV.

Al @appaxa kol Quetiapine/Mylan

Evnuepdote 10 yatpd G0¢ £V TaipveTe, Exete ThpPEL TPOGPOTA 1 UTOPEl va ThpeTe
OTOLOONTOTE GAAD PAPUOKOL, COUTEPIAOUPBOVOUEV®V POPUAK®V TOL AapUPavovTol Xwpig
LOTPIKT GLVTAYT KO QOPUAK®Y QUTIKNG TPOEAELONC.

Mnv méapete to Quetiapine/Mylan av maipvete onolodnmote omd To TOPAKATO PAPHOKAL:
Optlopéva edppoka yio tov HIV

Ddappoxa e opddag Towv aloAdv (Yo LOKNTIACELS)

Erythromycin 7j clarithromycin (yio AowudEgic)

Nefazodone (yio kotabiuym).

Evnuepdote 10 y1aTpd G0G 0V TAPVETE OTOLOONTOTE OO TO TOPUKATD PAPLLOKOL:
° Ddapuaka yo v emAnyio (6nog phenytoin 1 carbamazepine)



DdappoKa Yo TNV OVIILETORTIOT TNG AVENKEVIE APTIPIUKIG THEGTC
Bapprrovpikd (Yo Suckorio 6Tov HVTIVO)

Thioridazine 7 lithium (dA\a avTnyvyooikd edpuoka).

Ddéppoxa IOV PUTopeEl Vo, EXNPEASOVY TOV TPOTO TOL 1] KOPOLE GOG (TR, Yo
TOPASELY LA, QAPLOKO TOV LTOPOVV VO TPOKAAEGOLV SLOTAPAY TOV NAEKTPOAVTDV
(xounAd eminedo KoAiov 1| Loyvnoiov) Omme S100pnTIKA 1) OPIGUEVE AVTIPLOTIKA
(pdppoxa yio v Oepaneio Tov AomdEewmvy).

. Ddéppoka IOV PUTopEl Vo TPOKAAEGOLY SVGKOIAOTNTA.

. Dddappoka (Tov ovoudovtal «avILyoAVEPYIKA), TO, 0TToid ETLOPOHY GTOV TPOTO
Aertovpyliog TV VELPIK®V KLTTAP®V, e okomd TN Bepomeio OpIoUEVOV 10TPIKOV
Tadncewv.

[Ipwv draxdyete ™ ANYN TOV PAPUAK®V GOG, TOPUKIAEIGOE Vo EVUEPDOETE TPDOTA TO YILTPO
oG,

To Quetiapine/Mylan pe Tpo@£c, TOTH Kol 0LVOTVEL N,

. To Quetiapine/Mylan propei vo ennpeacOei amd v TPOPT Kat, ELOUEVOC, TPETEL VAL
Aappdvete Ta dtokio TOLAGYIGTOV pio OGP TPV TO YEOUATO | TPV TNV Ppadivi|
KOTAKALOT).

. Na glote TpocekTikoi OGOV aPopd Tig TOGHTNTEG OAKOOA TOV KOTOVAAMVETE. AVTO

owvIeTATOL 610TL 1] GLVSLOOTIKN dpdomn tov Quetiapine/Mylan kot Tov aAkoOA pmopei
Vo 60,G TPOKAAEGEL LITVNALAL.

. Mnyv zivete youo ykpéumepout 6tav Aaufdvete Quetiapine/Mylan. Mmopei va
EMNPEACEL TOV TPOTO SPAGNC TOL PAPUAKOV.

Kinon ko Oniaopoc

Edwv giote éyxvog 1 OnAdalete, vopilete 0tL umopei va giote €ykvog 1 oxedldlete va
amoktoete Toudi, (NTHoTE T GLUPOVAR TOV YLXTPOD 1) TOV PAPUAKOTOLOD GOC TPOTOV
TOPETE VTO TO PAPLLAKO.

Aev mpénet va haufdvete To Quetiapine/Mylan katd t didpKela TG KVNGEDS EKTOG KAl OV TO
éyete ou{ntnoet pe to yatpd oag. To Quetiapine/Mylan dev npémet va AapBavetor Kotd
dupkela Tov Onhacuod.

To, akdAov0o, GUUTTOUATO, TO OTTOT0 EVOEXETAL VO, TTAPOVGIALOVTOL AOYM TNG ATOGVPGNC TOV
(OPUAKOV, UTOPEL VO, EPOAVIGOODV g veoyEvvnTa Ppéen UNTéP®V, TOL YOV
ypnoyonomoet Ty quetiapine kot ™ didpkeia Tov TEAELTAIOL TP VOV (TEAELTAIOVY TPLOV
UNVOV TNG EYKLUOGUVNG TOVC): TPOLOG, LVTKN duokapyio ko advvapio, vevniio, diéyepon,
SUGYEPELDL BTNV AVOTTVOT KoL d1aTapoyn TPOSANYNG Tpoens. EQodcov 10 pmpd cog exdnimoet
OTOL0ONTOTE GO AT TO, GUUTTAOUATO, UTOPEL VO, XPEOGOEL VO ETIKOIVMVIGETE LE TO YL0TPO
oG,

O0fyNoN Ko YEPIGROS PNYAVILATOV
Ta diokia cog propet va 6o TpokaAésovy vvnAio. Mnv odnyeite 1 yproyLonoleite
gpyoreia M| unyovAraTa LEXPLS OTOV VO, TPOCIOPIcETE THC GOC ETNPEALEL TO PAPUAKO GOGC.

Emntdogig 61ovg EAEYY0VG QUPUAKOV GTO. 0VPO.

AV KAVETE EAEYYO PUPUAK®OV GTO 0VPa, | ANYT TOV quetiapine propel va TpoKaAEcel Oetikd
amoteAéopara yio T methadone 1 opiopéva pappoke yio thv KatddAiwym mov ovoudlovtat
TPIKVKAIKA ovTIKATAOMTTIKA, OTAV YPTCYLOTOLOVVTOL OPIGHEVES LEBOJOL EAEYYOL, £0TM KOl
av dev maipvete methadone 1 tpikurhikd avticatodmrticd. Edv copfel avtd, pmopei va yivet
pio 7o €101kn e€€tao.



Av106 10 Pappako TepEyel Arydtepo and 1 mmol vatpiov (23 mg) avad diokio, dSnAadn givol
«ehevbepo vatpiovy.

3. Iog vo napere o Quetiapine/Mylan

[Tévtote va maipvete To GAPLAKO AVTO ALGTNPE GOUPOVO LE TIG 0N YIES TOV YLOTPOV GOG.

Edv éxete apeipoiries, potiote To yiotpo 1 10 gappokonold cog. O yurpds cag Oa

OTOQUCIOEL GYETIKA UE TNV apyIKN 60g door. H d6om cuvtripnong (nuepnoio docoroyia) Ha

e€apnOel amd v TaONnoN oag Kot TIC avaykeg oag aAld cuvnBwg Ba etvan peta&d Tov 150

mg kot 800 mg.

[Ipémetl va AapPavere ta diokia cag pio popd v nuépa.

Mnv k6Pete, pacdte 1 OpoppartiCete ta diokio.

Kozameite ta diokia cog oAdKANpa pe Alyo vepd.

Noa Aappdvete To diokia oag yopic Tpoen (TovAdyloToV Lio ®PO TPV TO

yebpo, N Tpv TV Ppadivi KatdkAion, o yatpog cog 0o cag mel ToTe).

o Mnyv mtivete yopd yrpémepovt otav Aoppdavete Quetiapine/Mylan. Mmopei va
EMNPEACEL TOV TPOTO SPACNC TOV PAPUAKOV.

o Mn otapatdrte T AMyn Tov diokiov cog akoun kot av aicbavieite
KOADTEPO, EKTOG KOl OV GOG TO GUGTNOEL O Y1OTPOG GUG.

MpofMpora pe To Nmap
Edv éygete mpofAnpata pe to Nrap cog prnopet o yrarpds va aArAEEL T SO0
OV TOiPVETE.

HMmxwopéva dropa
Edv giote nAikiopévog pmopel o yotpog oag va aAha&el tn 86om
IOV TOUPVETE.

Xpnon o€ Ta1oLd Ko epffoug
To Quetiapine/Mylan dev mpénet vo. ypnoyonoteitol 6 Todid Ko prpovg nAkiog KaTm
v 18 etav.

Av mapete peyarvtepn d6on Quetiapine/Mylan amé v kavoviki

Av mapete nepiocodtepo Quetiapine/Mylan amod exeivo mov 6og £xEl GLVTAYOYPAPNOEL O
YTpog cag, pmopet va, acbovieite vootayuévoe, LoMGUEVOS KOl VO TAPOVCIAGETE Un
(QVOI0AOYIKO KOopOlakd pubpod. Emikovemviote apésmg e To YoTpo 60G 1) LE TO TANGIEGTEPO
voookopeio. Na €xete podi oag ta diokia Quetiapine/Mylan.

Av Eeyaoete va AMafete ma d6om Quetiapine/Mylan

Av mapadeiyete pia 6601, vo, TNV TapeTe POALS To Bounbdeite. Av mincialel n opa ylo TNV
EMOUEVT] OGN, TEPEVETE VO, TTUPETE TO PAPUAKO TV OPLGUEVT] DPO. TTOV TPETEL VO, TTAPETE TN
doom coc. Mnv dumhacialete Tig dOGEIC Y10 VO AVATANPMDGCETE TO SIOKIO TOL EXETE
ToporelyeL.

Av etapatioete vo Aappavere To Quetiapine/Mylan

Av Eaopvikd otopartioete va maipvete To Quetiapine/Mylan, eivon mbavov va unv pmopeite va
ko Oeite (admvia), va arcbavbeite vavtio 1 propel va cog eppavictel movoképalog,
duappota, Euetog, Lo 1 evepebiotdmra. O YIoTpOS GO UTOPEL VO GO TPOTEIVEL VO UELDGETE
Babuaio tn 660m TPV TN Srokonn| TG Bepamneiog.

Av €yete mEPIOGOTEPES EPWOTNOELS GYETIKA LE TN ¥PNON CLTOV TOV POPUAKOV, POTHOTE TO
Y10Tpd 1 TO PUPLLOKOTOLO GG,



4.

MBavéic avemBounTeg evépyereg

Onwg 6ha Ta pappraKa, £TCL KOl 0VTO TO PAPLOKO UTopEl VoL TPOKAAEGEL avemBOUNTES
evépyeleg av kal dev Tapovatdlovtat o€ OA0vg Tovg avBpmmovs. Edv kdmola avemBounn
gvépyela yivetar cofapn, 1 €6V TAPATNPNCETE KATON OVETIOOUN TN EVEPYELN TTOV OEV
avaPEPETAL 6TO TAPOV PUALO 0ONYIDV, TapakaieicBe va evnuepdoeTe TO Y1ATPO 1| TO
(OPLOKOTOLO GOG.

oA ovyvég (umopel va emnpedoovy mepiocdtepa omd 1 ota 10 dropa):

7262 (umopet va, 0dNYNGEL GE TTMOGELS), TOVOKEPOAO, ENPOGTOLIA.

YrvnAia (umopei va vtoywpnoel e 1o ypdvo 0co eEakorovdeite vo Aapfdvete to
eappakd cag) (Lmopet va 0dNYNGEL G TTOGELS).

ZOUTTAONOTO SIOKOTNG (CUUTTONOTA TOL EREOVICOVTOL OTOV GTAUOTNCETE VO TAIPVETE
ovTO TO PAPUAKO), Ta ool TEPIAAUPAVOLY abTvia, VovTio, TOVOKEPAAO, ddppOola,
éueto, CoAn Kot evepefioToOTNTO. ZUVIGTATOL GTAOLNKT] SLOKOTT| Y10, TEPIOS0
TovAdylotov 1 éwg 2 gfdopadmy.

Avénon tov Bapovg

Mn QLGLOAOYIKEG KIVAGELS TV PLMV. AvTég mepthapBavouy duckoAia oty Evapén
LUIKAOV KVIoE®V, TPOUO, aicOnua avnovyiog 1 pouikn duokapyio yopig tovo.
Metaforég TG TOGOTNTAS OPIGUEVEV MBSV (TPrYAVKEPIOI®V Kol OAMKNG
YOANGTEPOANC)

Yoyvég (umopel va emnpedoovy €ng 1 ota 10 dtopa):

Toyvkapdio

AloOnpuo 611 1 Kapdld Goc YTUTAEL YPIYOPQ 1 YAVEL KTOTTOLG
Avokoilotnto, otopoytkn dtatapayn (Svomeyio)

AloOnpuo advvapiog

[Ipr&yo tev xepldv 1 TOV TOdDOV

Ynotaon katd v £yepon amod kabiot Béor. Avtd pmopel va cog KAveL va
alcBavieite (aAn 7 MwoBovuikn tdon (umopet vo, 00Ny oEL 68 TTOGELS).
Avénuéva emimeda GOKYAPOL GTO aipla

®oln 6paon

Mn @ucloAoyikd Ovelpa Kol EPLAATESG

Alobnuo peyadotepng meivag

AloOnpuo gvepebiototmrog

Awtapayn TG opAiog Kot Tov Adyov

2KEWYELS AVTOKTOVIOG KOt EMOEIVOOT) TNG KOTAOAWYNG GOG

AvckoMa 6TV avamvon

"Epetog (kupimg 6Toug NAKIOUEVOVC)

[Tvpetodg
Metoforéc TG TOGOTNTOG TOV OPLOVAV TOL BUPE0EId0VEC GTO aipL oag
Meiwon tov aptBpov opiopévay TOTOV KVTTAP®OY TOV OiLOTOg
AvEnocelg e TosoTNTOC TOV NIATIK®V vV oL Tpocdiopilovial oto aipa
AvEnoelg g mocOTNTOG TNG OPHOVIG TPOAAKTIVIG 670 aipta. O avéNcelg e oprovIg
TPoloKTivng Oa UTopovcay GE GAVIEG TEPIMTMGELG VO TPOKOAEGOVV TO, akOAOLO:

o AOYK®OOo™N TOV LOCTAOV G AVOPES KO YOVOIKEG KO L1 AVOUEVOLEVT] TTOPOYDYN

YAAQKTOG At TOVG LOGTOVE
o XTIg yuvaikeg va, unv éxouvv kKabe unva tepiodo 1 otabepn nepiodo

Oy ovyvég (umopel va emnpedosovy £o¢ 1 ota 100 droua):

Yrocpol 1| EMANTTIKEG Kpioelg



AMepyiKé avTIdpAoelc Tov propel va tephapPBdvovy SloYKMOGELS (TToppot), oidnua
TOV OEPUOTOC Kol 0idN O GTNV TTEPLOYN YOP® OO TO GTOUO

2VvOVAGHOG TUPETOV, CLUTTOUATMOV TAPOUOI®V LE EKEVOV TNG YPITNS, TOVOAQLLOL 1)
omoladNmote AN Aoiuwén pe moAd younAd aplBpd Aevkokvttdpmy, o Tdonon tov
ovoudCeTal ovdeTepomevia.

Avodpeotn aicnon ota mo6da (emiong ovoudleTal GHVIPOUO OVAGUY®OV TOOMV)
AvokoAio 6TV KATATOOT)

AveEédeyKTeg KIVIOELG, KVPIOE GTO TPOGMTO 1| 0T YADGGCO, GOG

YeEovolikn dvcAettovpyia

Awaprng

AMAayf TNG NAEKTPIKNG dpUGTNPLOTNTAG TS KAPIIAG Tov ELPavifETOL GTO
niektpoxapdoypaenpa (tapdrtoaocn tov QT dactipatog)

Bpadvtepog amd 10 pue1oAoyiKo kapdlakdg puOUdc Tov Pmopel vo, EPLQOVIGTEL KOTd TNV
évapén g Bepameiog Ko pmopel va cuoyeTIcbel pe yaunir aptnplokn Tieon Kot
MmoBupia.

AvokoAio oty 0bpnon

AwmoBopia (umopei va 00Ny OEL GE TTOGELS)

Pwuc cupgpopnon

Meiwon tov apifuov v epubpokvTTdpny

Meiwon g ToGOTNTAG TOL VOTPIOL 6TO aipo

Endeivoon tpoimdpyovtog dtafrtn

Yrdvieg (umopel va emnpedoovy £og 1 ota 1.000 dropa):

"Evag cuvduacpog vyming Beppokpaciog (tupetdc), epidpmong, Luikng duokapyiog,

évtovng vvniiog | AmobBopiag (pio dtatapoyn wov ovopdletat "kokondeg
VEVPOANTITIKO GUVOpOO™)

Kitpvog ypopotiopnog tov déppratog Kat Tmv oplaiumy (iktepog)

dAeypovn Tov Yrotog (rotitioa)

Mokpdg ddpKelog Kot ETMOVVY GTOGN (TPLUTIGUOC)

AOYK®GT TOV POCTMOV KOL UI OVOUEVOUEVT TOPAY®YN YAAGKTOG 0td TOVG LOGTODS
(YoAoxTtoppoln)

Awtapayn g meptdoov

Opoppor otig PAEPEG 1d1aitepa 0T TOSL (GTA GLUTTOUATA GVUTEPIAAUPEVOVTOL
oidnua, TOVoC Kot puOpdTTA GTA TOSLM), O1 0TTOI0L UTOPEL VO LETOPEPHOVY HECH TMV
OLLOPOPOV AYYEIMY GTOVG TVEDLOVEG TPOKAADVTOC TOVO 6TO 6THO0C Kt SUGKOAIN 6N
avamvor|. Av TopoInpoETE KATOW0 0md QUTE TO GUUTTOUATA VO, (NTHoETE AUEGH
TPIKN GLUUPOVAT.

[epratdre, whdte, TPOTE 1 KAveTe GALES SPACTNPLOTNTEG EVO KOWLAGTE.

Meiopévn Beppoxpacio copatog (vrobeppio)

DLeypov ToL TOYKPEATOG

Mo édBnon (amokorovpevn "petafoiikd chvopopo') 6Tov prnopet vo Exete
oLvoLacuO 3 M| TEPLEGOTEP®V OTd TO, akOAoVO: avénon Aimovg otnV TTEPLOYN TNG
KOWMAg, peimon tng "kaAng yoinotepoing" (HDL-C), abénomn evog tomov Mmdiov oto
aipo cog Tov ovopdloval TptyAvkepidia, VYNAN apTNPLOKN TEoT Kol avénon Tov
GOKYGpPOL GTO aipa Gog.

Amo@paln Tov eviépou.

AvENUEVT POGEOKIVAGCT TNG KpeOTivNg aipatog (Lo ovsio TV Hudv)

oAb omavieg (umopel va ennpedoovv éog 1 ota 10.000 droua):
o YoPapd £dvOnua, PovoKALES 1] KOKKIVEG TAGKESG GTO dEPLLOL
o YoPfapn akiepyikn avtidpacn (mov ovopdaletal avoaeuiatio), n omoio propei va

TPOKAAESEL OVGKOAID TNV avatvon 1 KotamAngioL.



o  Oidnua tov dépuatog mov e&elicoeTon ypnyopa, cuvibmg otny meptoyn YOP® Ao Ta
pétie, T yeidn kot to Aopd (aryygiooionpa).

o Yofapn eAvkTov®dONg BN TOL HEPLATOC, TOL GTOUATOS, TOV LATIOV KOl TV
yevwnTikov opydvov (chvdpopo Stevens-Johnson).

o ATpOGPOPT £KKPLONG LG OPLOVIG TTOV EAEYYEL TOV OYKO TV OVP@V.

o Kotootpon tov puikdv vedv Kol TOvog 6Tovg woes (papdopvdivon).

Mn yvooTtég (1 svyvotnta dev pmopei va ektiun0ei amwd Ta S100écpa dedopéva)

o Agpuatikd e£avOnuo pe akavovioTeg KOKKIVEG KNAOESG (TOADUOPPO £pOON L)

o Xofopn, Eaevikn aALEPYIKN OVTIOPAOT UE CUUTTMOUOTO OTMG TVPETOG KOl POVCKAAES
GTO OEPLA KOl ATOAETLOT TOV OEPUATOC (TOEIKN EMOEPLIKT VEKPOAVOT))

o  YLUTTONOTO ATOGVPCNG UTOPEL VO ELPAVICTOVV GE VEOYEVVITO BPEPT| UNTEP®V TOV
éyovv  ypnowomomoel quetiapine katd t StdpKELN TN EYKLLOGVVIE TOVC.

o  DupUOKEVTIKT OVTIOPOCT UE NOGIVOPIALD Kot cLGTNOTIKG cvurtopato (DRESS).
Ievikevpévo eEdvOnpa, vymin Beppokpacio cOUATOG, AOENGT TV NTOTIKOV
evlopov, avopoAEG TOL aipatog (MOoVoPIAin), SIOYKMGT TV AEUPUIEVOV KoL
EUTAOKN GAL®V 0pYavV@OV TOL COUATOG (PapUAKEVTIKY OVTIOPOOT| LLE NOGIVOPIAMN Kot
GLGTIUOTIKG GUUTTOUATO TOV eivar eiong Yvootn wg DRESS 1 cdvdpopo
vrepevoicinoiog apudakov). Xrapariote va ypnotpomorcsite To Quetiapine/Mylan
EGV EPPUVICETE QVTA TO CUUTTOUATO KO ETIKOLVOVI|OTE UE TO YIOTPO c0g 1)
avalntiote apécms TPkl fondeia.

o  Eyxkepolikd enelc6610 e CUUTTOLOTO TOL TEPILOUPAVOLV KATAPPELGT], LOVIIOGE 1|
advvapio xepltdv 1 ToddV, Ke@oraryia, Cordda, cOYYLOT, OTTIKN dtaTopoyn,
duoKOoAin oTNV KaTdmooT 1| TpofANUaTe OpAaS, OTWG 0oaMT) OAio Kol AmdAELD
Adyov.

H xatmyopio ovt tov eopudkov otny onoia avikel n quetiapine umopei vo tpokarécet
draTapayéc Tov Kapdlakoh puOuov, ot ooieg umopei va givar cofapéc kot o€ Poapiéc
TEPMTAOGELS, OavaTneopeg.

Opiopéveg avemBounTeg evépyeleg TopatnpovvTal uovo otav yivovtal eEETAoelc ainatog.
AVTéG TEPIAAUPBAVOUY HETAPOAEC GTNV TOGOTNTO OPIGUEVOV MTISIOV (TPLyAvKepidl Kot
OAKN YOANGTEPOAN) 1] TOV GUKYAPOV GTO Ciiplal, LETAPOAEG TG TOGOTNTOG TMV OPHOVAOY TOV
Bupeoe1doic 610 aipa, avEnuéva NTatikd Evoopa, HEWWOELS 6TOV apliid OpICUEVOY TOTMV
alpoceapiov, peimon Tov aptduol Tov puBpoKVTTAPOV 6TO aipa, VNG TG
(MOPOKIVACNG TNG KPEATIVIG 6TO aipla (LG 0vsiog TV Hudv), HEmoT TG TocdTNTAS TOV
vatpiov 610 aipo Kot avénon e TocOTNTOS TNG OPUOVIG TPOAUKTIVI] GTO OLipLA.

O ywatpog cag pmopel va oag (nmoet va vwofdihecte og eEETAGEL QILOTOG

TEPLOOIKAL.

AvemOOunreg evépyeieg o€ Tardld ko egrjpfovg
O1 101eg avemBOUNTEG EVEPYEIES TTOL UTTOPEL VO EUPOVIGHOVY GTOVG EVIHAMKEG UTOPET emtiong va
epeavichovv Kol oTa ool Kot Toug EPNPoue.

Ot axdAovBeg avemBOuntec evépyeieg Exovv mapatnpnOei o cvyvd 6 modid kol eprfovg 1
dev &yovv mopatnpn0el o€ evilikes:

oAb ovyvég (umopel va exmpedoovy mepiocdtepa omd 1 ota 10 dropa):
o A¥Enom g TOGOTNTUG GTO GOl HI0G OPIOVIG TToL ovoudleTal TpoAaktivi. H avénon
NG OPLOVIG TTPOACKTIVIG UTTOPEL VA, 001y OEL GE GTAVIEG TEPUTTMGELS 6T okOAovOa:
o0 AWyK®OoN TOV HOCTOV GE ayOplo, Kot KOPITeLo KOl U1 OVOLEVOLEVT] TOPOY YN
YAAOKTOG OTO TOVG LAGTOVG
o X10 Kopitola vo unyv éxovv kdbe unva mepiodo 1 otabepr| mepiodo

e AbvEnon g 0pedng



e ’'Euetog

o Mn gucioroyikég Kivnoelg Tov poav. [ephappdvovv duckodio otny Evapén Loikmv
Kivnoemv, Tpopo, aichnua avnovyiog 1 poikn dvokapyio xopic Tdvo.

e AvEnom g aptnplaKng mieonc.

Yoyvég (umopet va ennpedoovy €mg 1 ota 10 dropa):
o AioOnuo advvapiog, AimoBupkn téon (Lropel vo 00NyNoEL 6€ TTMGELS).
e Pwwn copedpnon.
o AioOnuo exvevpiopoo.

Avo@opd avemBdunTOv gvepyeLOv

Edv mopoatnpnoete kanowo avemBOunt evEpPYELn, EVIIEPDOTE TO YLOTPO 1| TO PAPUAKOTOLO
c0G. AvTo oyvEL Kot Yo KaBe mBavn avemBOuntm evépyela mov dev avaQEPETaL 6TO TapPOY
@OALO odNYOV ¥pnong. Mropeite eniong va avagépete avemBounteg evépyeleg angvbeiog,
pHéo® Tov €BvikoD cuotnuatog avoaeopds: EBvikoc Opyavicuodc @apudkmv, Mecoyeiov 284,
GR-15562 Xolapydc, ABfva. TnA: +30 21 32040380/337, ®a&: +30 21 06549585, IotdtomoC:
http://www.eof.gr.

Mécm ™G avapopdg avemBOunNT®V evepyelmv puropeite vo fondnoete otn cLAAOYY
TEPLOCOTEPOV TANPOPOPLOV GYETIKG. [LE TNV AGPAAELD TOV TAPOVTOC PAPUAKOV.

5. Iog va pvraosstan To Quetiapine/Mylan

To pbppaxo avtd Tpémel va LAGGGETAL € LEPT OV Oev TO PAETOVY Kol dev TO POAvVOLY T
Toudid.

Noa un ypnoiponoteite ovtd T0 PAPHOKO UETE TV NuUepouUnVia AHRENC TOV avVOQEPETOL GTOV
nepléktn petd to «AHEH» 1 to «EXPx». H nuepounvia AHéng eivai n televtaio nuépa tov
UNVO IOV OVOPEPETOL EKEL.

Agv vrtapyovv e1d1kég 0dnyieg dratipnong yio to Quetiapine/Mylan.

Mnyv metdte QAPLOKN GTO VEPD NG OTOYETEVOTG 1 6T oKOLTIdW. PoTthote To papuakomold
00 Y10 TO TG VoL TETAEETE TOL PAPLOKO TTOV OEV YPNCLUOTOLEITE ol AVTd ToL pPéETpa Oa
BonOncovv oty mpootacia Tov TEPPAAAOVTOC.

6. Iepreyépevo TG CVOKEVLAGILAG KL AOLTES
TANpoQopieg

T egpréyer to Quetiapine/Mylan

- H dpaotikf ovoia eivor  quetiapine. Kébe diokio mepiéyer 50 mg, 150 mg, 200 mg, 300
mg 1 400 mg quetiapine (og quetiapine fumarate).

- Ta dAAo cvotaTiKd giva:

IMupnvag diokiov: hypromellose 2910, hypromellose 2208, microcrystalline cellulose, avvdpo

sodium citrate, magnesium stearate.

EmucéAvyn diokiov: titanium dioxide (E171), hypromellose 2910, macrogol 400, polysorbate

80. Ta drokio 50 mg, 200 mg ko 300 mg wepiéyovv yellow iron oxide (E172) kou red iron

oxide (E172). Ta diokio 50 mg ka1 300 mg nepiéyovv emiong black iron oxide (E172).

Epgavien tov Quetiapine/Mylan kon epieyopevo e 606KEVAGIOG
OAeg 01 TePLEKTIKOTNTES TOV SloKimV Tapatetouévne amodéouevone Quetiapine/Mylan givat
OUPIKLPTO, EXUNKN ETKAAVUUEVE PE AETTO DUEVIO O1OKIOL.


http://www.eof.gr/

Ta dwokio tov 50 Mg gival Kaeé xpdUATOC, LE Yopayuéve Ta dtokpitikd “Q 50” ot pio dym
TOVG.

Ta diokia tv 150 Mg eivor Aeukod YpOUOTOG, e Xopayréva To dlakpttikd “Q 150” ot pia
oYM TovG.

Ta dwokio twv 200 mg givor KiTpvov ¥pdUATOS, HE Yapaypéve To Stakprtikd “Q 2007 ot pia
oy Tovg.

Ta dwokio Twv 300 Mg gival avolyTod KiTpvou YpMOUOTOG, HE XOPOYUEVE T dtakpitikd “Q
300” ot pia Gy tovg.

Ta diokia tv 400 Mg eivon Agvkod YpOUOTOG, pe avayivea To yapaypéve “Q 400” otn pia
Oy TOVG,.

To mapov pdppaixo Sratifetal og TAAGTIKEG PLAAEG TOL TEPLEXOLY 60 S1OKIN TAPATETAUEVNG
anodéopevong 1 og tawvieg kKoyéAng (blister) péoa og yaptiva Kovtid, mov TEPIEYOLV:

50 mg: 10, 10x1 (dudtpnTn KLWEAN povadog d6omg), 30, 30x1 (didtpntn KuWEAN HoVAdag
d6on¢), 60 1 60x1 (ddTpnTn KLWEAN poVAdAG 6O6TG) S1oKI0 TAPAUTETAUEVTG OTTOSEGHEVOTG

150 mg: 30, 30x1 (StdTpnm KLYEAN povadag d6ong), 60 1 60X1 (ddtpnTn KLWEAN HoVAdag
d6omMG) doKio TAPATETOUEVIG ATTOSEGHEVONG

200 mg: 10, 10x1 (d1Gtpnn KuyéAn povadag d6ong), 30, 30x1 (didtpntn KuywéAn pHovadag
d6on¢), 60, 60x1 (SrdTpnTn KLYEAN povadog doong), 100 7 100x1 (didtpntn KLWEAN povAdag
d6omMG) doKio TAPATETOUEVIG ATTOSEGUEVONG

300 mg: 10, 10x1 (d1dpnn Koywérn povddag d6omc), 30, 30x1 (Sidtpntn KLWEAN povadoag
d6omg), 60, 60x1 (d1dTpnTn KLVWEAN povadag doong), 100 1§ 100x1 (Sidtpntn KuywéAn povadog
d6oM¢) doKia TOPUTETOUEVIG AMOSEGUEVONG

400 mg: 10, 10x1 (d1Gtpntn KuWéAN povadag 66o1c), 30, 30x1 (didtpnTn KLWEAN povadag
d6omg), 60, 60x1 (d1dpnTn KLVYEAN povadag doong), 100 1 100x1 (Sidtpntn KuywéAn povadog
d6oM¢) doKia TOPUTETOUEVIG AMOSEGUEVGNG

Karoyog Adcrog Kvkhopopiog ka ITapackevaotig:

Karoyog Adciog Kvkhogopiac:
Generics Pharma Hellas EITE., Ayiov Anuntpiov 63, 17456, Aluog, tmA.: 210 99 36 410

Hopaokevaostic:

MERCKLE GMBH, Ludwig-Merckle-Strafe 3, 89143 Blaubeuren, I'eppavia

TEVA UK LTD, Brampton Road, Hampden Park, Eastbourne, East Sussex, BN22 9AG,
Hvopévo Baciielo

Mylan Hungary Kft, H-2900 Komarom, Mylan utca 1, Ovyyopia

TEVA PHARMA S.L.U. Poligono Industrial Malpica, Zaragoza, 50016 Zaragoza, lonavia

To mapdév evAiro 0dNYLOV Ypriong avadepOnke Yo Televtaio gopa Tov Mdaptio 2020.



