NEPIAHWH TQN XAPAKTHPIZTIKQN TOY NPOIONTOZ

1. EMMOPIKH ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ

PRAMITAL 20 mg emukoAUppéva e AeTttd UpEvio Slokia
PRAMITAL 40 mg emukoAuppéva e Aemtd upévio Slokia

2. NOIOTIKH KAI NOZOTIKH XYNOEZH (og §pacTik@ GUOTOTLKA)

PRAMITAL 20 mg: KdBe emkaAUppévo pe Aemtd UpEVIO SLOKIO TEPLEXEL OLTAAOTIPAUN USPORPWULKA
avtiotoovoa og 20mg GLTAAOMPAUNG.

PRAMITAL 40 mg: KaBe emikaAUppEVO He AeTTO UHEVLIO SLOKIO TIEPLEXEL OLTOAOTIPAN USPORBPWHLKN
avtiotolyovoa og 40mg oLtaAoTPANG.

"Exdoyo pe yvoot dpdon: uovobdpikn Aaktoln

o tov mMARpN KatdAoyo twv ekdoxwv BA. mapdaypado 6.1.

3. DOAPMAKOTEXNIKH MOP®H

EmikoAUppEVOL e AeTTTO UpéVLo Slokia

4. KAINIKA ZITOIXEIA
4.1 O£PAMEVTIKEG EVOELEELS

-Meilov katabAuTTIkS emeloodLo. MpoduAaKkTikr Beparmeio KATA TWV UTTOTPOTIWV KL TNG ELPAVIONG VEWV
KOTABOAUTTIKWY EMELOOSILWV.

-Alatapayn mavikou pe n xwplig ayopadopia.

-16eoPpuyavaykaoTikn Statapaxn

4.2 Aocoloyia Kat Tponog xopriynong
Aocoloyia

KatadAwpn
EvnAikeg

H owtahonpaypn mpemnet va xopnyeitat og pia §6on twv 20 mg NUEPNOLWE AId TOU OTOUOTOG.
Avdloya He TNV avramokplon kaBe aoBevoug n 86on umopel va aufnbel éwg tn péylotn twv 40 mg
nUePNoiwg.

Awdpkela Bepameiag

H avtikataBbAuttiky 6pdon ouviBwg epdaviletal petd omd 2 €wg 4 gBdouddesc. H Bepameia pe ta
OQVTIKOTAOAUTTIKA €lval CULMTWHATLKI KAl yU ouTO To AOYo TIPETEL va ouveyileTal yla To KATAAANAO XPOVIKO
Sldotnua, ouvnOwe £wG 6 UAVEC UETA OO TNV UTIOXWPENON TWV CUMMTWHUATWY WOoTe va amodeuxBel n
umotpor. e ooBevelg pe emavoloppoavopeva enelcodla kat@bAupng (povomoAikng) n Bepameia
oULVTNPNONG UMOopPEL va XPELOOTEL VO CUVEXLOTEL Lot APKETA XPOVLIO WOoTe va TipoAndOouv véa eneloddia.
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Ocparncio Siotapayng mavikou

EvAKeg

Mia 66on twv 10 mg cuviotatat yia tnv pwtn fSopada npv auvénbet oe 20 mg nuepnoiwg. AvaAoya Ue
TNV avtamnokplon kabe acbevoug n 86on unopel va auénbel £wg tn péylotn twv 40 mg nuepnoiwg.

Awdpkelo Bepareiog
H péyloTn amoTeAeoUATIKOTNTA TNG OLITAAOMPAUNG otn Bepameia TG SloTapayng MOVIKOU ETMITUYXAVETOL
LETA amd MEePIToU 3 UAVEG KAl N avTamokpLlon dlatnpeital katd tn SLapKela Tng ouvexl{opevng Beparneiag.

Ospancio WbeoPuyavaykaotikic Statapaxic (OCD)

Juviotdrat apxikrn 66on twv 20 mg nuepnoiwc.
Avdaloya Pe TNV avtamokplon kaBe acBevolg, n 6oon pmopel va avénbel €wg tn péylotn twv 40 mg
nuePNoiwg.

Awdpkela Ospareiog

H évapén tng dpaong otn Beparneia g WeoPuyavaykaoTtikng Statapoayng (OCD) epdaviletal péca os 2-4
eBSopadeg kal uTAPYEL TtepalTEPw BeATiwaon pe Tn mapodo Tou xpdvou.

HAwwpévol acBeveic (> 65 stwv)

2Toug NAKLWMEVOUG aoBeveic n 660N Ba mpénel va PelWBEL 0TO UGG TNG CUVICTWHEVNG doong, T.X. 10-20mg
nUepPNoiwe. H ocuviotwpevn uéylotn 60on yla toug NAKIwEVOUC aoBeveig eival ta 20mg nuepnolwg.

Naudia kat £pnpPor (<18 etwv): H otahompdun Sev MPEMEL va xpnollomnoleital yia tn Bepamneia maduwv
Kot epnPwv katw twv 18 etwv PAEne napaypado 4.4.

Mewwpévn vedpiki Asttoupyia

Aev amalteital n mpooapuoyn tg 66ong os acBeveic pe ATIA WG PETPLO VEDPIKN OVETAPKELA. Mpoooyn
ocuviotartol os acBeveic pe cofapn vedpikn avendpkela (kdbapon kpeatwivng <30 ml/min, BAéne evotnta
5.2).

Mewpévn nratikr Asttoupyia

Atokia: Apxikn 66on twv 10mg nuepnoilwg yLa Tig mpwteg dUo eBSouddeg ouvioTatal o aoBevelg PUe AmLa
METPLA NTTOTIKA aVETAPKELA. AvAAoya [E TNV avTamokplon kaBe acbevolg, n §6on pnopet va avénbel £wg tn
péylotn Twv 20 mg nuepnoiwg. Mpoooxn Kat MPOooeKTIK Tithomoinon tg 66ong cuviotdtal os aobeveic pe
cofapd PelwpEVn nratikr) Asttoupylia (BAEme evotnta 5.2).

AcBeveic pe xapnAn Asttoupykotnta tov CYP2C19

Apxikn 86on twv 10 mg nuepNoiwg yla Tig mpwteg SUo eBSouadeg tng Beparmeiag yia Toug acBeveic oL omolot
glvat yvwoto ot sival Bpadeig CYP2C19 petaBoAiotéc. H 66on umopel va auénbel otn péylotn doon twv
20 mg nuepnoiwe avaAoya pe TV avtanokplon kabs aoBevouc (BA. mapdypado 5.2).

SUUTTWHOTO OTEPNONC oo Ttnv Stokorr) Twv SSRIs
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H auwpvidia Stakomr npémnel va anodevyetal. Otav otapatd n Bepamneia pe owtahonpdpn n d6on mpénel
VO LELWVETOL OTASLOKA EVTOG XPOVIKOU SLaoTratog TouAdyLotov piag £éwg Vo efSopddwy, £€ToL WOTE va
MewwBEel o kivbuvog epdaviong cupmtwudtwy otépnong (BA. mapdaypado 4.4 kat 4.8). Eav epudavicOouyv
LN QVEKTA CUUTTTWHOTA HETA amo tn helwon tng d6onc 1) katd tn dtakomn tng Beparmneiag tote Ba MpEmel
va e€etaobel n emavayopriynon tng mponyoupevng cuvtayoypadoupevng 66ong. AkoAoUBwWCE o ylaTpog
propel va cuvexiosl va pelwvel tn 86on aAld pe o otadlako pudpo.

Tpomnog xopriynong

Ta Slokia TG ortoAompaung xopnyouvtal o€ pia nuepnola 6oon.

Ta Slokia TNG ortahompaung umopouv va AapBdavovtol ormoladAMOoTE XPOVIK OTIYUR TNG NUEPAS XWPLS va
givat amapaitntn n Aqgn tpodng.

To PRAMITAL 8ev kukAodopei og OAec TIC avadepOueveg amo ta S0GOAOYIKA OXALOTA TIEPLEKTIKOTNTEC
koL ta Stokia Tou e SiyotopouvTal.

4.3 Avtevdeielg
YnepevaloBbnoia otn Spaotikr oucia 1 o KAMOLo Ao ta £kdoxa mou avadEpovral otnv napdypado 6.1.
MAOIs (avaotoAeig povoapvoeldbaong)

H owtalompaun ©&ev mpémel va xopnyeltar oe aoBevelc mou AapPAavouv avaoTtoAel 1Nng
povoautvooéelbaong (MAO) (ouumeplhapBavopuévwy tng oeheyilivng) oe nuepnoteg 66oelg avw twv 10
mg / nuépa. H ottahompadpn Sev mMPEMEL va xopnyeital ylo SEKATECOEPLS NUEPEC LETA TN SLAKOTI EVOG N
avaotpéPipov MAOI 1 yla kaBoplopEvo XpOvo HETA amo tn Stakomn evog avaotpéPiuouv MAOI (RIMA),
£10L OTIWCG avadEpeTal otig 0dnyieg cuvtayoypddnong twv RIMA. Ot MAOI dev ipémnel va xopnynBoulv yla
ETITA NUEPEG UETA TN SlakoTr) TG oltalompdpng (BAEme napdypado 4.5).

H owtalompdun avtevdeikvutal o cuvbuoopud pe AveloAidn eKkTog £dv umapxouv ol mpoUmoBEceLg yia
otevn TapakoAoLOnaon Kal EAeyxo TNG aptnpLOKAG ieong (BAEme mapaypado 4.5).

H ottohompadpn avtevdeikvutal os aoBeveiq pe yvwotr mopdtacn tou Stactiuatog QTc 1| CUYYEVEG
olvVSpopo pakpou QTc.

H owralomnpaun avtevdeikvutal os cuyxopnynon poll pe GpopUaKeUTIKA TPoidvTa oU ival YWwoTo OtL
napateivouv to dtaotnua QTc (BAéne mapaypado 4.5).

44 ElSkEG poeLlSonolnoelg Kat tpodUAAEELG KaTd Th Xprion

Oepaneio NAKIWHEVWY aoBevwv Kal acBevwv He HELWUEVN VeEPPLK Kol Nmotik Asttoupyio, BA.
napaypado 4.2.

Xprion amno mawdid kat ednBoug KATw Twy 18 eTwy

Ta avTikatabAUTika v MPETEL val XpnoLlomolouvtal yla tn Bepancio Twv maldiwyv Kat Twv ednpwv
KATW TwV 18 eTtwv. Ol cUUIEPLPOPEG OL OXETLIOWEVEC |LE QUTOKTOVIA (ATIOTIELPO AUTOKTOVIOG KOl OKEWELG
yla autoktovia) kat n €xBpik otaon (mpoefdpyouvoca emIBeTIKOTNTA, CUUMEPLDOPA EVAVTIWONG Kal
Bunog) mapatnpEnBnkav o KAWIKEC UEAETEG TIEPLOCOTEPO OUXVA Ot TaLdld Kal dprifoug oL omoiol
Bplokovtav uUTO Beparmeia pe AVIIKOTAOAUTTIKA CUYKPLTIKA PE auToUC ou AduBavayv elKoviko GdAappoKo.
Edv, map’oAa autd, Bacllopevol otnv KAWIKN ektipnon, AndBei n anddaon yia Beparneia o acbevrg Ba
T(PETEL VA TTAPaKOAOUBE(TAL TPOGEKTIKA YLa TNV EPdAVION AUTOKTOVIKOU eaopol Kal cupnepldopdc.
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ErutAéov, gv umApyouV HaKpoxpovia otolxeia aodalelag os madld kot eprfoug nou va adopolv otnv
QVATTUEN, OTNV WPLHAVON KAl OTN YVWOLAKI KAl CUUTEPLDOPLKN AVATTTUEN.

Napadoo ayyog

Mepikol aoBeveig pe Slatapayn mavikol mOavov vo OPoUGCLAGOUV EVTOVA CUMTWUOTA AyXOUG KATA TNV
évapén tng Bepaneiag pe avrikatabAuTtika. Autr n mapadofn avtidpacn cuvhBwe umoxwpel péoa otig dvo
npwrteg efdopadeg g Bepameiog. Iuviotatol xapnAn apxikn 86on wote va pewwBel n mbavotnta
gpdaviong tou rapadofou dyxouc (BA. apaypado 4.2).

Yrovatplatuio

H umovartplatuia, mBavov efaltiag tng anmpdodopng EKKPLONG TNG avTlSLoUpNTIKAG opuovng (SIADH), €xet
avadepBel wg omavia avermBuuntn evépyela Le T xpnon twv SSRIs kal elval yevika avtlotpePLun Ue TN
Stakomn tng Bepamneiag. O nAKIWUEVEC yuvaikeg aoBeveig daivetal va Slatpgxouv uPpnAoTeEPO Kivduvo.

AUTOKTOViO/AUTOKTOVLKOG oo i KAWVLKA eTbeivwon

H katdaBAupn oxetiletar pe oauvénuévo kivbuvo okEPewvV ylo oUTOKTOVIA, QUTOTPOUMATIONO Kol
CUUTEPLPOPA QUTOKTOVIAG (MEPLOTATIKA OXETIKA He auToktovia). O kivduvog auTog emLUéVeEL £wG OTOU
eudaviotel onuavtikn unoxwpnon. Kabwg pmopel va pnv napatnpnBel PBeAtiwon twv KATaBAUTTKWY
CUMMTWHATWY KATA TN SLAPKELD TWV MPWITWV RSOUASWVY 1) Kol EPLOCOTEPO TG Beparmeiag, ol aoBeveic
Ba mpémnel va mapakoAouBolvtal otevd £wg 0tou mapatnpnBel n BeAtiwon. H kAWK eumelpia Seiyvel
OTL 0 KivduVOoG yLa auToKTovia UMopel va augnBel katd ta mpwipa otadla TG avappwong.

AMec PuxIkEG SlatapaxEG ylo TIG omoleg ouvtayoypadeital n oltoAompdpun, Hmopouv emiong va
ocuoXetloBolv pe auénuévo Kivbuvo TIEPLOTATIKWY OXETIKWVY HME TNV auToktovia. EmumAéov autég ot
KOTOOTAOELG UMOPEL VOL CUVUTIAPXOUV UE TNV pHellova kataBAupn. O iSiec mpoduldlelg ol omoieg mpemetl
va Aappavovtal oe acBeveic pe peilova katddAupn mpenel va Aappavovral kal o aoBeveic pe aAAeg
PuxKEC SlaTapoyEg.

OL 0oBeveig pe LOTOPIKO OXETIKO HME ouTokTOovia I autol ol omolol ekdRAwoav onuavtiko Paduod
OLUTOKTOVLKOU 8eaopoU TipLy amo tnv évapén tng Bepameiag eival yvwotd otL £xouv uPnAdTtepo Kivouvo
EUPAVIONG OQUTOKTOVIKOU (SeaopoU N QTOTELPAG QUTOKTOVIOC KOl TIPEMEL va Bpilokovtol o oTevh
napakoAouBOnon katd tn Sldpkela tng Bepamneiog.

Mta petavaluon amo eAEYXOUEVEG LE ELKOVIKO PAPUAKO KALVIKEG LEAETEC UE OVTLKATABAUTTIKA GApUOKOL
o€ evnAkeg agBeveic pe Puxlatpkeg StatapayEg, £6e1ée auénpuévo KivBuvo aUTOKTOVLKAC CUHTEPLPOPAS
UE QVTIKATAOAUTTIKA 08 oUYKPLON LLE TO ELKOVIKO GAPHAKO O aoBeVEIG NAKIOG KATW TwV 25 TWV.

Itevn mapokoAolBnon twv aoBevwv Kal Wlaitepa ekeivwyv mou Statpéxouv uPnAo kivbuvo Ba mpénel va
ouvodelel tn dapuakoBepameia ebikd otnv évapén tng Oepameiag kot PeTd amd allayeég otn
Soagoloyla. OL acBeveig (kal ol povTLoTEG) Ba mpEmel va yvwpilouv yla tnv avaykn mapakoAolBOnong yia
omoladnmote KAWIKNA eMIOElVWON, QUTOKTOVIKN cupmepldopad 1 okEPelg kal aouvnBloteg aAlayEg otn
ouuneplpopd Kot va avalntrioouV LATPLK cURBOUAN dpeoa v epdavicBoUV Ta CUUTITWHATO AUTA.

AkaBnoia/WuxoklvnTikn avnouyia

H xprion twv SSRIs/SNRIs €xel cuoxetiobei pe tv avamtuén akabnoiog n omoia yapaktnpiletal omno
UTTOKELUEVIK) SuodpeoTn 1 €VOXANTIKA avnouxia Kol avdykn Tou aocBevolg yla ouxvh HETakivnon
ouvodeuopevn amo aduvapia yla va KaBlosl Katw f akoun kal va otobel. To davopevo autd UTTAPXEL
peyaAltepn mbavotnta vo epdavioBel katd tn Sdpkela twv mpwtwv eBSouddwv Oepameiog. Ytoug
0.00evelg mou gpdavilouv auTa Ta CUUTTTWHOTA N avEnon Tg S0ong Umopel va sivat erlALa.
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Mavia
Ytoug aoBeveic pe SutoAkr Statapaxn pmopel va mpokAnBel epdavion paviag. Eav o aoBevig eloéNBeL oe
daon paviag Tote n oLITaAOTPAUN TIPETEL VA SLAKOTTEL.

Inoopoi
OL eTANTITIKEG Kploelg elval évag mBavog Kivouvog TNG avikoToOAUTTIKAG aywyns. H ottadompaun Ba

TMPEMEL va OlakOmTeTal o€ KaBe aoBevy mou eudavilel omaopouc. H otalompdun TPEMEL va
anodelyetal o acBeveic pe aotadn ermAnPia kot ol acBeveic pe eheyyouevn emAndia Ba mpenel va
napakolouvBoulvtal TPooekTkA. H oltahompdun mpémel va SlokOmtetal av UTIApXeEL avénon tng
oUXVOTNTAC TWV KPLOEWV.

AwaBAtng

Ye aoBevei¢ pe dwapntn, n Bepameia pe €va SSRI pmopel va petafdiel tov YAUKOLLKO €Aeyxo. H
WvooUAlvn kot / | amd TOU OTOMOTOG UTIOYAUKALULKA Oywyr UITOpel va XPELOOTEL pooappoyr g
Soooloyliac.

ZEPOTOVLVEPYLKO OUVSPOUO

Y€ OTAVLEG TIEPLITTWOELG, TO OUVEPOWO oepoToVivNnG £xel avadepBel oe acBeveig mou Aappavouv SSRIs. O
OUVOUOOHMOG TWV CUUMTWUATWY ONMwG OLEYEPON, TPOMOG, UUOKAOVIEG, Kal umepBepuia pmopel va
UTOSNAWVOUV TNV AVATTUEN QUTAG TG Katdotaong. H Beparmeia pe otahompdun mpEneL va Slakormel
OUEOWG KL EEKIVAOEL OUUTTTWHATLIKY aywyn.

ZEPOTOVIVEPYLKA dapuoKa

H owtadompdpn Oev TPEMEL vo XPNOLUOTOLEITOL TOUTOXPOVO HE QPOPUAKEUTIKA TPOIovVIa e
OEPOTOVIVEPYIKEC ETIMTWOELG, OTIWG N COUUATPUTTAVN 1 GAAEG TPUTTAVEC, N TPAUASOAN, N ofLTpunTAvNn
KL N Tpunmttodavn.

Awoppayia

‘Exouv umdpgel avadopEéG TOU TOPATETAMEVOU XPOVOU PONRC /KAl OLUOPPOYIKEC SLATOPOXEG, OMWG
EKYUHWOELG YUVOLKOAOYLKEG 1] YOLOTPEVIEPIKEG Kol AOUTEG SEPUATIKEG I} BAEVVOYOVLIKEC alpoppayieg pe SSRI
(BAéme mapaypado 4.8). Iuviotatal mpocoxr oe acBeveic oL omoiol AapBdavouv SSRIs, €8kdTEpA OF
ouyxopnynon Ue SpaoTIKEG OUGLEG TTOU elval yvwoTo OTL eMnpedlouv Tn Asltoupyia Twv alponetaiiwy n
AaAAe¢ SpaoTikEG ouaieg mou pmopel va auéroouv tov kivouvo alpoppayiog, kabwe Kal os acBeveic e
LOTOPLKO alpoppayLlkwv dlatapaxwv (BA. mapaypado 4.5).

ECT (nAektpoomaouoBepaneia)
YTApXEL MEPLOPLOUEVN KALVIKA EUMELPLA Yl cuyxoprynon Twv SSRIs kat tng ECT yU auto to Adyo cuviotatal
TtpocoxH).

St. John’s Wort

OL avemBUUNTEC EVEPYELEG UIMOPEL VOl EIVAL TILO GUXVEG KATA TNV TAUTOXPOVN XPrON TNG CLITAAOTIPAUNG KoL
dUTIKWV OKEVAOUATWY Ttou TiepLéxouv to St John’s Wort (Hypericum perforatum, BaAocapoxopto). Qg ek
TOUTOU N OTaAOMPAUN Kal Ta Tapackevdaopata tou St John's Wort &ev mpémnel va Aaupavovral
tavtoxpova (BAéne mapaypoado 4.5).

JUUMTWLOTA 0TEPNONG Ao tn Bepaneia ta onoia epdavilovral kKatd tTn Stakomr) Twv SSRIs

JUMMTWHOTA oTtépnong otav Slakomtetal n Bepaneia sivat ouvnn, Wiaitepa otav n Siakomn sivot
anotoun (BA. mapaypado 4.8). Ze pia KAWIKA HEAETN MPOANYNG TNG UTIOTPOMNG HE TN OLTOAOTIPALN,
avemBUUNTEG eVEPYELEG HETA amo tn Slakomn tng Bepamneiag mapatnpnénkav oto 40% twv acBevwv
€vavtL Tou 20% Twv aoBevwy ol omolol cuvéxLoav T Beparmeia (e TN oLITAAOTIPAUN.

2eMoo 5 amd 17



O «kivbuvog gudaviong CUPMTWHATWY OTEPNONG MUmopel va efaptdatal amd Sddopous ToPAYOVTES
cupnepapBavopévng Tng Slapkelag tng Bepameiag, TG S6ong Kat Tou pubuol pelwong tng 66ong. O
mo ouvnBelg avadepoOueveg averBuunteg evépyeleg  elval  {AAn, aoBNnTIKEG  SlATAPAXEC,
(oupmephappavopévng Tng mapatobnotag), Statapayég Umvou (cupnmephappBavopévng Ttng aldmviag Kot
twv moboloylkwyv oveipwv), Sléyepon R dyxog, voutia Koai/ri eUETOC, TPOUoC, olyxuon, £didpwon,
kedaAohyia, Siappola, aicOnua moApwy, cuvalcdnuatik actdBela, evepedlotoOTNTA KOL SLOTAPAXEC TNG
0paonC. MEVIKA OUTA TA CUUTITWHATA Elval ATILA TIPOG HETPLO, AV KAl Of HEPLKOUC ooBeveig pmopel va
elval coBapd w¢ mpog TNV évtacr toug. Epdavifovtal ocuvnBwg PeTd amo Alyeg LEPEC amd Th SloKoTmh
™¢ Beparmeiag ald £xouv UTIAPEEL OTIAVLIEG AVOPOPEC TETOLWV CUUMTWHATWY ot 0.oBeveig ot omoiol Sev
£\aBav pila 86on and mapdAsupn.

MEVIKA QUTA TOL CUMTITWHATA £ivol auTomeplopl{OpUeva Kol UTIOXWPOUV evtog 2 eRSouddwy, mapdAo mou
O£ KAmola atopa Uropel va SLopKECOUV Kal MEPLOCOTEPO (2-3 PNVeG N Tteplocotepo). MU autd to Adyo
CUVLOTATOL N OLTOAOTIPALN VA LELWVETAL oTadlakd otav n Beparmeia mpenel va SloKomel HECO O€ XPOVIKO
Slaotnuo kanowwyv efSopadwy 1 pnvwv, BAcel Twv avaykwv Kabe acBevolg (BA. “ZupmtwpoTa ITEPNONG
amnoé tn Beparneia ta onola epdavidovral katd tn diakomn twv SSRIs, Mapdypadog 4.2).

Woyxwon
Oepaneio PuxwWoKwV aoBevwy Pe aVTKOTABAUTTIKA Uropel va au€noel Ta PUXWOoLKA CUUTMTWHATA.

MNapdataocn Tou Sdtaotnuatog QTc.

H oltalompaun €xetl Ppebel otL mpokalel pla Socoefaptwpevn mapdtacn tou Slaotiuatog QTc. Exouv
avadpepBel meputtwoel  mapdraong Tou  dactipato¢  QTc kol KOWakng  appubuliag,
cupnepAapBavopévng tg moAlopdng Kollakng Taxukapdiog (torsade de pointes) katd tn Slapkela
NG Teplodou petd tnv KukAodopia TnG, Kupiwg o aoBeveig Tou yuvalkeiou dpUAou, Ue uTokaALlaLuia
UE Tpolmapyxouoa mapdtacn Tou daotiuatog QTc i aAAa kapdlaka voonuata (BA. mapaypadoug 4.3,
4.5,4.8,49 ka1 5.1).

Juviotatal npoooxn os acBeveic pe onuavtikn Bpadukapdia f oe acbeveic pe mpoéodato oL Eudpayua
TOU HuokapSiou 1 pUn avtippomoUpevn KopSLakr OVETAPKELQ.

HAekTpoAUTIKEG Slatapayxég Omwe UmoKOAlaLpion kot UTtopayvnolatpia auvédvouv tov kivduvo yla
KokonOelg appubuieg kot Ba mpémel va StopBwvovtal mpLv and tnv Evapén Beparmeiag pe ortalompaun.

AoBeveic pue otabepn kapdlakr vooo mou Aappdvouv Bepamela, Ba mpEmel va eAEyxovtal TPV amo tnv
évapén tng Bepaneiag pe HKT.

Av gudaviotouv onuela kKapSlakng appubuiag katd tn dldpkela tng Bepameiag pe oltalompaun, n
Bepaneia Oa npénel va Stakomel kal va yivel HKT.

MavKwo KAELOTNC ywViag

OL SSRIs gupmeptAapBavopévng Kal TNG oLTAAOTIPAUNG UTTOPEL va €xouv entibpaaon oto HEyeBog TnG KOPNG
Tou 0dpBaApoU pe anotédeopa TNV avénuévn evéodBaiuLa mieon Kat yYAOUKWUA KAELOTHG Ywviag, ELOKA
o€ a00eveig pe mpodiabdeon. H Zitadompapn Bo MpEMEL EMOUEVWE VA XPNOLLLOTIOLELTOL UE TTPOCOX OF
0.00eveig pe yAaUKkwpa KAELOTAC ywviag f LoToptkd YAOUKWULATOC.

4.5 AAAnAerudpaoelg pe aAAa poppakeUTIKA Tpolovta Kat AAAEG AAANAETUSPACELS

Dappakoduvapikég AAANAETUSpAOELG
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Je  GapUaKoSUVOULIKO eTiMedo £xouv UTAPEEL TIEPLOTATIKA OEPOTOVIVEPYLKOU GCUVSPOUOU e
oLTaAompaun Kot pokAoBeuidn kat Bouomipdvn.

2uvSuooUOL TTOU aVTEVOEIKVUVTOL

Avaotoleic MAO

H tautoxpovn xprion ottahompapng Pe avootoleic MAO pmopel va 08nynosl o coBapég avermtOuunTeg
evépyeleg, oupmepllapBavopévou  Tou  ouvdpopou  oegpotovivng  (BAéme  mapdypado  4.3).
‘Exouv avoadepOei mepuntwoelg cofapwv Kat PePKES Ppopeg Bavatndopwv avildpdoewv o acbeveic mou
ehapBavav SSRIs o cuvbuaouo Pe €vav avaotoAéa tng povoaplvoeldaong (ovaotoleic MAO),
cupnepappavopévwy tou pn avaotpéPiuouv MAO oeleyidivn Kol Twv avootpePLuwy AveloAidn kot
pokAoBeuibn kat o aoBbeveig mou €xouv pocdato StakdPel tnv ANPn SSRI kat £xouv Eekvioel T Andin
MAOI.

3 OPLOMEVEG TEPUTTWOEL €KONAWONKAV XOPAKTNELOTIKA TtapOpoLld €KEVWV TOU OUVOPOUOU TNG
oepotovivng. Ta ocupmtwpata aAAnAemidpaong plog Spactikng ouciag pe MAOI meplappavouv:
unepBeppia, uneptovia, LUOKAOVIEC, AOTABELO TOU AUTOVOUOU VEUPLKOU CUCTNOTOG e TILBAVEG Taxeleg
SloKupAvoel Twy {WTIKWY onueiwv, HETABOAEC TG SlavonTikng Katdotoaong mou nepAapupdavouv
ouyxuon, euepeblotoTnTa Kal akpaia SlEyepon, TMPOoodeuTIKA eéeAlooopevn os of0 TapPOANPNUA Kot
kwpa (BAéne mapaypado 4.3).

Napdataon tou dtaotiuatoc QTc

DopPUAKOKIVNTIKEG KOl APUOKOOUVOULKEG UEAETEG METOEU OLTOAOTIPAMUNG KOl GAAWY PAPLOKEUTIKWY
TPOIOVTWVY MoV Tapateivouv To Siaotnua QTc dev €xouv mpayuatomnolnBel. Mia aBpolotikry dpdon TG
OLTaAAOTPAUNG KOL QUTWVY TWV GAPUAKEUTIKWY TIPOIOVTWY Oev Umopel va amokAelotel. Q¢ ek touTou, N
ouyxopnynon tng oltoAompaung He PpapUOKEUTIKA TPOlovVTa ToU Tapateivouv to Staotnua QTc onmwg
kotnyopiag 1A «kat Il avtiappuBuikd, avrtupuywolka (. mapdywya dawobewalivng, muuolion,
olomepldOAn), TO TPKUKAIKA avrtkatoOAUTTkG, oplopéva  avtipikpoPlokd (m.y. omapdlofaaivn,
poéipAofaoivn, epuBpopukivn IV, mevraudivn, avBslovoaotakn Bepareia, WBiwg n ahodavtpivn), oplopéva
OVTUOTOUVIKG (0ioTepL{OAN, ploAaotivn) KATL., avtevdeikvutal.

Mwolién

Tuyxopnynon Hilag 66ong 2 mg mipolidng oe aobeveic oe Oepancio pe pokeulkn ottaonpadun 40
mg/nuépa ya 11 nuépeg mpokadel avénon tng AUC kot tng Cmax tng mupolidng av kat oxL otabepn Katd
T Slapkela tng LeAETNG. H ouyxopriynon tng mupolidng e tnv oltalompaun €XEL CAV QMOTEAECUA TNV
péon avénon tou dlaotiuatog QTc yia mepimou 10 msec. EE attiag autng ¢ avtidbpaong n omoia
napatnpeital pe xaunAn 6oon tng muolidng, n ocuyxopnynon tng oLtoAompAung Kal tng muolidng
avtevdeikvutal.

ZuvSuaopoi tou amnattolv TPoooyn otn XpHon

Zedeyhivn (ekAektikog avaotoAéag MAO-B)

Mia ¢oappakokvnTiky / pappokoduvaplk LEAETN LE cuyxoprynon tng ottahompdung (20 mg nuepnoiwg)
Kal TG ogheyhivng (10 mg nuepnoiwg) (ekAektikdg avaotoréag MAO-B) £6elfe N KAWVIKA OXETWOUEVEG
oANAerubpaocelg. H tautdxpovn xprnon oltahompapng kot oeheylhivng (oe 660elg avw twv 10 mg
nuepnoiwg) avrevdeikvutal (BAéne mapaypado 4.3).

ZEPOTOVEPYIKA POPUAKEUTIKO OKEUXTUATA

AiBlo kat Tpumtodavn

Aev €xouv PBpebel dappakoSUVOUIKEG OAANAETIIOPACEL O KAWVIKEG UEANETEC OTIC OMOLEG N oltaAompayn
Sivetal o ouyyopriynon ue AiBlo. Map’oAa autd urtapyouv avadopEG eVIoXUUEVWY Spdcewv otav ta SSRIs
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Slvovtal pe AiBLo 1) tpuntodavn kat yU'autd To AGyo n cuyXopnyoULEVN XPrON TNG OLTAAOTIPAUNG E QUTA
T GUPUAKEUTIKA OKEUAOHOTO Ba TPEMEL va yiveTal Pe Tipooox. TOKTLKN tapakoAouBnon Twv emmedwy
ABiou Ba mpémel va cuveyLoTel 6mw¢ ocuvnBiletal.

H ouyxopniynon UE 0EPOTOVEPYLKA POPUAKEUTIKA OKEVUACTUATA (T TPAUASOAN, COUUATPUTTAVN) UmopEl
va 08NYNOEL OE EVIOXUOH TWV OEPOTOVLVEPYLKWY SpAoEWV.

‘Ewg 6tou nepattépw mAnpodopieg ival Slabéoueg, n TauTtoXpovn XPHon TG oLTHAOTIPAUNG Kal Twv 5-HT
OYWVLOTWY, OTIWGE N COUMATPLITTAVN Kol AAAEG TpUTTAVES, Sev cuviotatal (BAEne mapdypado 4.4).

St. John’s Wort

Mmnopei va epdavicBolv Suvapikég aAANAemiSpaoelg petal tTwv SSRIs kal Tou puTikoL okeudopaTog St
John’s Wort (Hypericum perforatum) ol omoieg va €xouv cav amotéAeopa avénon Twv avembuuntwy
evepyelwv BA. mapdypado 4.4). DappakokvnTtikés aAAnAerdpacelg dev exouv dlepeuvnBel.

Awoppayio

Anatteital mpoooxn otoug ooBevelg otou¢ omoloug xopnyouUvrdlL TAUTOXPOVO. OLTOAOTIPAUN HE
OVTUMNKTIKA, UE dApUaKa TIou emnpedlouv Tn Asltoupyia TwWV OLUOTMETOALWY, OMWE TA KN OTEPOELON
avtipAeypovwdn dapupaka (MZAD), okeTUAOCOAKUAKO 08U, SumuplSapoAn katl TikAomidivn i aAAa
dappaka (m.y. atuma avilpuxwolkd), Tou UMmopouv va aufnoouv tov Kivbuvo alpoppayiog (BAéme
napaypado 4.4).

Ospuoninéia

ECT (HAektpoonaouodepansio)
Aev UTTAPXOUV KALVIKEG UEAETEC OL OTIOLEG VAl TEKUNPLWVOUV TOUC KIvEUVOUC N Tl 0bEAN TNG CUVSUOOUEVNG
XPNong Tng nAektpoomacpobepaneiag (ECT) kat tng owrrahonpapng (BA. mapaypado 4.4).

AAkoOA
Aev  €xouv avadepBel GAPUAKOSUVOUIKEG 1 PAPUOAKOKLVNTIKEG QAANAETOPAOCEL HETALL TNG
OLTAAOTIPAUNG KaL TOU aAKOOA. QOTO00, 0 CUVOUACGUOC CLTOAOTIPALNG Kol GAKOOA S€V CUVLOTATOL.

QapUakeUTIKA _TPoiovTa  TTOU _ EnMayouv  emiunkuvon tou  Siaotiuato¢  QTc N mpokoaAouv
vrokaAwauio/urtouayvnotaia

Amatteital mpoooxn yla TNV Ttautoxpovn xpnon GAAwv Gapudkwv Tou TPOKOAOUV TOpAtacn Tou
Slootiuotog QTc A mpokoAoUv UTOKOALOLUia / UTIORAYVNOLOLUIO CUUMEPNAUBAVOUEVWV TWV
dapuakwv, OTWE N oLITaAoTPAn, UTOPEL va mapateivouv evéexopévwg To Staotnua QTc.

DapuUaKeUTIKA TPOIOVTA TTOU UELWVOUV TOV ETUANTTIKO 0USO

OL SSRIs pmopel va PeLwoouV Tov EMANTITLKO 0Ud0. ZUVIOTATAL IPOCOXN OTAV XPNOLLOTIOLOUV TAUTOXPOVA
GANO GAPUOKEUTIKA TIPOIOVTO TTOU EVOEXETAL VO LELWOOUV TOV ETUANTITIKO 0USO (M. QVTIKATAOALUTTIKA
[SSRIs], veupoAnmtika [BelofavBiveg katl Boutupodatvovec]), mefloquin, Boumpormidvn kat Tpapadoin).

QapuakokvntikeC daAAnAenidpdoeic

H Blopetatpomnt tng owtahonpaung os  Syuebuloitalonpdun emtuyxavetal péow tou CYP2C19 (mepimou
38%), Ttou CYP3A4 (mepimou 31%) kat tou CYP2D6 (mepimou 31%) wooéviupa tou kutoxpwpotog P450. To
YEYOVOC OTL N ottalompaun petaBoliletal and neplocdtepa tou evog CYP onuaivel 6tL n avaoTtoArn Tng
Blopetatportig tng givat Aydtepo mbavr Kabwe n avactoAr] evog ev{UHoU UITopEL v avtlotoBulotel and
pa AAN. Mo tov Adyo autd n cuyxopnynon tng oltoAompdpng e GAAG GAPUOKEUTIKA OKEUAOUOTO EXEL
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TOAU HIkpR TUBavotnTa yla MPOKANon  GapUakoKwNTIKWY oAANAETUSpAcEWY He GAAA POPUAKEUTIKA
OKELAOUATA.

Toowéc
H amoppodnon kal AAeg HApUAKOKIVNTIKEG LOLOTNTEC TNG oltoAompapung Oev €xel avadepbel otL
ennpealetal amno to ¢paynto.

QapUaKEUTIKA TTPOIOVTA ITOU TTpoKaAoUV urtokaAlauuio/umouayvnatatuio

Anatteital Tpooox otnv TAUTOXPOVN XPNon KE GApHaKa TToU TIPoKoAoUV urtokaALlaipia/umopayvnotatuia,
KOOWC QUTEG OL KATAOTAOELG UIMOPEL var au€avouv Tov kivéuvo kakorBoug appubpuiag (BAEne mapaypado
4.4)

Apdon AWV GAPUAKEUTIKWY OKEUAOUATWY 0Tn GOpUOKOKIVNTIKA TNC GLITAAOTIPAUNC
H ouyyxopnynon pe ketokovaloAn (L.oxupog¢ avactoAéacCYP3A4) Sev petaBArAel TN GAPUAKOKLVNTIKA TNG
oltaAonpaung.

Mio pehétn dappokokvnTtikng pe AiBlo kat ortahompapn Sev £6si€e pappakokvntikn aAAnAenibpaon.
(BAEme mapamavw).

H owetdivn (loxupdcg avaotoréag twv CYP2D6, 3A4 kat 1A2) mpokdleoe pétplou Babuol avénon ota
enineda NG otabepng KOTACTAONG TNE OLTAANOTIPALNG. ZUVIOTATOL TIPOCOXN KATA TN XOPrynon oLtaAOTPALLN
o€ ouvduaouO e oLUETISIVN. Mmopel va amattnBel mpocapuoyn tng §60nG TNG SLITAAOTIPANG.

Embpdoelg tng ortadompaung o GAAa GOPUAKEUTIKA OKEUAOLOTO

Mia peheétn  doapuakoSuvaptknc/dapuakokvnTtikng aAMnAenidpaong oe uyleic €Bshovtég pe ™
oUYXOPNYNON TNG OLTAAOTIPAUNG KAl TNG KETOTPOAOANG (urtdotpwipa Tou CYP2D6) £6¢elte SutAdola avgnon
TWV OUYKEVIPWOEWV TNG HETOMPOAOANG OAAA OXL OTATIOTIKA ONnUavtikng oau€énon tng dpaong tng
HETOMPOAGANG oTNV apTnpELaKn Tiieon Kot otov KapSLakd. JUVIOTATAL TTPOCOXH OTAV N LETOMPOAOAN Kal n
oltalompapn cuyxopnyouvtal. MNpoacappoyn thg §6onc pumopei va StkatoAoynBel.

H ottodompadypn kot n Sipebudoitalonpapn ivat apeAntéol avaotoAeic twv CYP2CY, CYP2E] kat CYP3A4, kot
aoBevelc povo avaotoAeig twv CYP1A2, CYP2C19 kat CYP2D6 oe ouykplon pe GMa SSRIs ta omoia
Bewpoulvtal Loxupol avacTtoAeic.

AeBormtpoualivn, dwyofivn, kapBaualermivn

Agev mopatnpnOnke petaBoAn r mapatnpndnkay Lovo oAU JIKPEG LETABOAEG LN KAWVIKA ONUOVTLIKEG OTAV N
oltoAompayn xopnyeitat pe ouoie¢ mou petofoAilovral ota umootpwpoata CYP1A2 (kAolamivn ko
BeodpuAAivn), CYP2C9 (Bapdapivn), CYP2C19 (wumpapivn kot pedawuvroivn), CYP2D6 (omapteivn,
LUUTPApivn, auttputtidivn, plomepldovn) kot CYP3A4 (Bapdapivn, kapBapalenivn (kal Tou petafolitn tng
ofukapPapalemnivn) kat tplaloAdun).

Aev éxouv mapatnpnBel dappakokvnTikée oMNAemdpdoel petafl TNG OOAOTPAUNG KAl TNG
AePopemnpopalivng, A tg dwyoivng.

Aeaipauivn, wimpouivn

Y€ pila LeAETN papUaKkoKIVATIKAG Kapia enibpaon ev mapatnpnBnke ota enineda eite TG oLTAAOMPANG
gite ™NG LWumpapivng, av kal ta enineda tng Seoutpapivng, Tou Boaotkol PeTaBoAltn TNG LULTPOUIVNG
auvénbnke. Otav n Oeoutpapivn ouvbualetal pe oltadompapn, €xel mapatnpnBel avfénon g
CUYKEVTPWONG NG Seowmpapivng oto mAdopa. H pelwon tng dong g Seoumpopivng pmopel va
amattnOet.
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4.6 Tloviuotnta, Konon kot OnAacuog

Kunon

Anpooleupéva oTolxela YL EYKUEG yuvaikeg (meploootepeg amod 2500 ekPaoelg £kBeonc), Sev KATASEIKVUOUV
Suopopodisg kat EuBpuo/veoyvikn tofkotnta. QOoTO00, N CLITAAOTIPAN SEV TTPETEL VO XPNOLUOTOLELTAL KOTA
TN SLAPKELX TNC EYKUMOOUVNG EKTOG €AV gival cadwg amapaitntn Kol HOVO UETA Ao TIPOCEKTIKN EKTIUNCN
™G oxéong kvduvou / odpéloug.

Ta veoyva TPEMeL vo TapokolouBouvtal €dv n pnNtépa ouveyilel tn Oepoarmeiat pe oltahompdun oto
televtaio otadla g eykupoouvng, olaitepa katd to Tpito tpipnvo. H amdtoun Slakomn TPEMEL val
amodeUyeTaL KATd tn SLAPKELa TAG KUNONC.

To akoAouBo cupntwpata propei va epdaviotolv oTa VEOYVA TWV OMOLWY oL UNTEPEC AdpBavav aywyn
pe SSRI/SNRI kotd ta tedeutaio otddia tng kUnong: avamveuotikn Suodopia, Kudvwon, Aamvola,
onaocpol, PetaBoAéc tng Bepupokpaciag Tou owpatog, SuckoAia otn mpooAnyn TPOdNg, EUETOC,
umoyAukaiuia, umeptovia, umotovia, umepSlEyepon, TPOUOC, €VIovn KLWNTIKOTNTA, guepeblototnTa,
AnBapyog, cuvexEg kKAaua, urvnAia kot SuokoAia otov Unvo. AUTA Ta CUMTITWHATA Unopel va odeilovtal
elte oe oepotovepykéG SpACELC A va ElVOL CUMMTWHOTA OTEPNONG. TG TIEPLOCOTEPEG TEPLTTWOELG OL
ETUTAOKEG apxllouv apéow ) ouvtopa (<24 WPEG) UETA TOV TOKETO.

Ta emSnuoAoyikd dedopéva umtodnAwvouv we n xprnon twv SSRIs katd tnv KUnon, Wlaltepa KOTA TO
TEAKO OTASL0 TNG KUNONG, €lval mBavo va avénosl Tov Kivbuvo emipovng MVEULOVIKAG UEPTAONG TOU
veoyvoU (PPHN). O kivbuvog mou mapatnpnbnke adopoloe os nepimou 5 meplotatika ava 1000 KuroeLC.
3TO YEVIKO TTANBUGHO, onuelwvovtal 1 éwg 2 meplotatikd PPHN ava 1000 KuroeLc.

OnAaoudc
H ottahompdun eKKplveTal oto pUNTPWKO yaAa. YroAoyiletal otL to BnAdlov veoyvo Aapfadvel nepimou 5%

™G oxetllopevng Ue To Bapog pntpkng nuepnolag doong (oe mg/kg). Kabdhou i povo eldyiota
oupBavta €xouv mapatnpnBel ota maldia. Nop 6Aa Autd oL UTtApXoUceg TANPodOpPLEG Elval OVEMAPKEILS
yla tnv a€loAoynon tou kwvduvou oto matdi. Tuviotdral tpocoyn).

loviuotnta
Aebopéva oe melpapatolwa €xouv Seiel OTL N oLTAAOMPAUN UTTOPEL VA EMNPEACEL TNV MOLOTNTA TOU

omnépuatog (BAéme mapaypado 5.3). Avadopég amd xprion SSRIs oe avBpwroug €xouv beifel OTL n
enidpaon otnv mMoldTNTA TOU OMEPUATOC eival avaoTpEPLun. EMUTTWOELS 0T YoVILOTNTA Tou avBpwrou
Sev €xouv TapatnpnBel péxpl onuepa.

4.7 Enidpaon otnv tkavotnta 08ynong Kat XELPLOHOU YOV LATwY

H owrolompadun €xel (kpn N UETpLA emibpacn otnv Kavotnta odnynong Kol XEWLopoU pnxavwv. Ta
PuxoSpaoTIKA GAPHAKA UITOPEL VA HELWOOUV TNV LKOVOTNTA KPplong Kol avtidpaong Ot KATOOTAOELS
EKTOKTNG avaykng. OL aoBevelc TPEMEL va €VNUEPWVOVIAL Ylo TA QMOTEAECUATO OUTA Kol va
TPOELSOTIOLOUVTAL Yl TO OTL N IKOWOTNTA TOUC VoL 08NYROOUV QUTOKIVNTO ) Va XELPLOTOUV UnxovAuoTa
pmopel va emnpeaotel.

4.8 AVETILOUUNTEG EVEPYELEG
Ol avermBUUNTEC EVEPYELEC TNG OLTAAOTIPAUNG £lval YEVIKA ATILEG KaL TTOPOSIKEG. Elval TteplooOTEPO CUXVEC
Katd T Sldpkela TG TPWTNG N Kal tng Seltepnc eBdouddog Beparmeiog kat ocuviBweg séoleidovral

otadlokd. Ot avemBuunteg evépyeleg mapouaotalovtal cUUGWVA LE TOUG TTPOTELVOUEVOUG amo to MedDRA
Opoug.
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OL mapakdaTw avtidpaocelg dpaivetal otL eivat Soocosfaptwpeves: AuEnuévn edpidpwon, Enpootopia, aimnvia,
umvnAia, Slappola, vautia Kol KOmwaon.

O mivakog beixvel pe Baon tn ouxvotnta gudadaviong Tg avermbuunteg evépyeleg twv SSRIs kat/f tng
OLTOAOTIPANG OL OToieg apatnpndnkav oe = 1% twv acBevwy eite ot SUTAG TUPAQ EAeYXOUEVES E
ELKOVIKO DAPHOKO KALVIKEC LENETEC EITE OTN UETEYKPLTIKA XPOVIKN Ttepiodo. OL cuxvoTtnTeg opilovtal we eENC:
MoAU Zuxvég (21/10), Tuxvég (21/100 pe <1/10), Oxt Tuxvég (21/1000 pe <1/100), Smavieg (=1/10000 pe
<1/1000), NoAU omavieg (<1/10000), Mn yvwotég (Sev pmopolv va ektiunBoulv pe Baon to Slabéoipa
Sedopuéva).

Koatnyopia opyovikoU AVETILOUUNTEG EVEPYELEG

. Zuyva
CUCTHHATOG UxvoTa
AlotopaxEg Tou
OLLOTIOLNTIKOU KOl TOU Mn YVWOTEC Opoppokuttapornevia
AeudLkoU cUOTAUATOG
Awatapoyeg tOU’ ’ M YVwotéc YrnepevailoOnoia
VOO OTIOLNTLKOU CUCTALOTOG AvadulakTiky avtispacn
AloTtopaxEG Tou eVOOKPLVIKOU , , ,
SUCTARATOC Mn yvwoTteg Anpdodopn €kkplon ADH
JUXVEG Meilwon 6peéng, peiwon Bapoug
Alotopayég Tou petaBoAlopol OxL ZUXVEG AUEnon 6peéng, avénon Bapoug
KoL TNG OpeYng ITMAVLIEG Yrovatplatpio
Mn YVWOTEC YrokaAtlatpia
Aléyepon, pelwon tng libido, ayyocg,
Sugvéc vsupmornto&, ouyxuorJ, M
$UCLOAOYIKOC OpYACUOC (OTLG
yuvaikeg), un puclohoylka ovelpa
WuXLATPLKEG SLATAPAYES Oyt Suyvéc EmiBetikdTNTA, ATTOMPOCAVATOALGUOG,

Pevdalobnoelg, pavia

Kpion mavikoU, Bpouloudg (Bpuyuog),
Mn YVWOTEC avnouxla, QUTOKTOVIKEG OKEPELC,
QUTOKTOVLKH cupmeptpopdt

MoAU Suyxvég (21/10) YrnivnAia, adnvia, kedpoaAodyia
Tpouog, mopaloBnoelg, JaAn,
Slatapayn mpocoxng

OxL Zuyveg AmoBupLko enelcodlo

Ynaopot grand mal, Suokivnota,

JUXVEG

AloTtopayEG Tou VEUPLKOU

OUOTNOTOG 2TAVLEG Staraponr yeoonc
IMOOUOL, OEPOTOVIVEPYLKO GUVSPOUO —
Mn YVWOTEC €EWMUPAULOLKA CUUTITWHOTO,
okadnoia, datapaxn KWNTKOTNTAG
OdBaAUIKEG ALOTAPOXEG Mn YVWOTEC MpoPAnuata 6pacng
OxL Zuyveg Mubdpiaon
i;%tu(:ﬁsgi WToG Kt JUXVEG Eppon wtwv
OxL Zuyveg Bpadukapbia, Tayukapdia

MNapatetapévo daotnua QTc oto
nAektpokapdloypadnua, KOWLakn
appubuia, cupnep\appavopévng tng
TIOAUOPP NG KOWALAKN G TaxuKkapdiag

Kapdlakég Slatapayeg M YwoTéc
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, , ITAVLEG Awloppayia
Avyelakeg Blatapaxeg Mn yVWOTEG OpBootartiki unotaon
AlatapayEg Tou JUYVEC Xaopoupnto
OVATIVEUCTIKOU CGUOTHOTOC
Tou Bwpaka KoL Tou Mn yVWOTEG Eniotagn
pecoBwpakiou
MoAU Zuxveg ZnpooTtopia, vautia
Atortapayéc Tou JUYVEC Awdppola, sus’réq, 6uo|<os)\u')tr]ta
FOOTPEVTEPIKOU ' FooTpEVTEPLKN ouuo'ppayta '
Mn YyVWOoTES (oupmepapfavopévng aluoppayiog
amoé to opBo)
AlaTapay£G ToU NMATOG Kot ITAVLEG Hnatitida
TWV YoAndpopwv Mn yVWOTEG Mn ¢uactoloyikr nratikn Asttoupyia
MoAU Zuxveg Au&nuévn edpidpwon
AlatapayEg 6€pUatoc Kal 2UXVEG Kvpcuoq - -
umodopLou LoToU OxL Zuyvég Kvu‘Swlc n, chwrekla, e&avﬁlnua,
nopdupa, dwrtosvalcOnoia
Mn yVWOTEG ExkxUHwaon, ayyelooidnua
AlatapayEg Tou
HUOGCKEAETIKOU OUOTHUOTOG, JUYVEC MuaAyla, apBpaiyia
KOl TOU CUVSETIKOU LoTOU
f;%?ﬁggj}%;ﬁtvsg (f: \(:)V Kot OxL Zuyvég Akpdatela oUpwv
Avikavotnta, dlatapayn
Atortapayéc Tou JUXVEG SKGT[EpL’lOLTLOI’]C '
OVATOPOYWYLIKOU CUCTAATOG p ; A5UV’0(|,ll0( EKGTIEQHOL'ELOI’]C
KalL HaoToU OxL 2uxveg Fuva}qu: anoppav}a
M YVwotéc luvaikes: Mnvoppayia
Avbpec: Mplamiopoc, yahaktoppola
FeVIKEG SLaTapayEg Ko JUYVEC Kénwon, mapatobnaoia
Slatapay£g oto onpeio . , ,
xopAYIONG OxL Zuyvég Oidnua

AplBpog aoBevwv: ortalompapn / placebo = 1346 / 545.

! Neplotatik@ oUTOKTOVIKOU OE0OUOU KOL OUTOKTOVIKWY CUMTEPLPOPWY £Xouv avadepBel katd tn
Slapkela NG Bepamneiag pe oltahompapn A apéowc HeTda tn Sdlakomn tng Beparneiag (BAéne napaypado
4.4).

MNapdtaon tou Staotnuatog QTc

Exouv avadepbel neputtwoelg mapdtacng tou dlaoctiparto¢ QTc kol KoWakAg appubulag,
oupunep\apBavopévng tng MoAUHopdNG KOWLOKAG Toxukapdiag katd tn SlapkeLla TnG MePLOSOU PETA TV
Kukhodopia tou dapudakou, Kupiwg oe acBevel¢ Tou yuvalkeiou ¢UAOUL, HE UTOKOALOLMIO, N HE
npoUmapyovoa nmopdtacn tou Staotipatog QTc i M a kapdlakd vooruata (BA. mapaypddouc 4.3, 4.4,
4.5,4.9 ka1 5.1).

Koatdyuota Twv 0oTwy

OL emubnuLoloyikeg peléteg, ol omoleg Sle€nxbnoav kupiwg oe aoBeveic nAlkiag 50 eTwv Kal Avw,
Selyvouv auénuévo kivduvo epdAaviong OOTIKWV KATOyUATwY o aoBevelc mou AapPdavouv SSRIs kot
TPWKUKALKA avtikataOAuTTikad (TCAs). O utoke({evog UNXavIoUOG Yo auTo Tov Kiveuvo elvat ayvwoTocg.

ZUUTTWLLOTOL OTEPNONC TaL omoia mapatnpouvtal katd th Stakornn tng Oepameiac pe SSRI
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H Slakomn g otahonpdung (Slaitepa otav eival andtopn) cuxva MPOoKAAEl CUUMTWHATO OTEPNONG.
ZaAn, awoBntnplokég  Slatapoxéc (oupmepl\apBavopévng tng mapalodnoiag), Slatapaxeg UmMvou
(oupmephapBavouévng tng adnviag kot Satapayuevwy oveipwv), Sléyepon 1 dyxog, voutia kay/n
EUETOG, TPOMOC, olyxuon, edidpwon, kepoahaAyio, Sldppola, alodBnua TAARwWY, CUVOLOONUATIKA
ootadela, euepeBLoTOTNTA KOl SLATAPOAXEG OPACNG ELVAL OL TILO CUXVEC avahEPOUEVES aVTLOPACELS. [EVIKA
ouTa ta cupBavto eivol AT TPOG UETPLA KAl €ival autoneplopl{Opeva apOAo TOU O KATOLOUC
0o0eveig pmopel va givat kot cofapd kail/n mapatetopéva. M auto to Adyo cuvioTtdtal, otav MAEov dev
omatteitol n Oepancio pe owralompdapn, otadiakn Stakomr tng 8dong (BA. mopdypado 4.2 kot
napaypado 4.4).

Avadopd nibavoAoyoUuevwy avenmBUUNTWY EVEPYELWY

H avadopad nibavoloyol uevwy avemiBUUNTwWVY EVEPYELWY UETA A0 Th Xoprynon adslag kukhodopiag
ToU GAPUOKEUTIKOU MPOTOVTOG Eival onUavtikr. Emutpémnel tn ouveyn mapakoAouBnon tng oxéong
0dpENOUG-KLVEUVOU TOU OaPHUAKEUTIKOU TIPOIOVTOG. ZnTElTal and Toug EMAYYEALATIEG TOU TOUEX TNG
UYELOVOULKAC tepiBaAPng va avadEpouv onoleadnmote TBavoAoyoUEVEG AVETILIOUUNTEG EVEPYELEC
HEow Tou €BvikoU cuothuatog avadopag:

EBviKOG Opyaviopnog Oapudakwy
Meooyeiwv 284

GR-15562 XoAapyog, ABrva
TnA: + 30 21 32040380/337
®ag: + 302106549585
lototomnog: http://www.eof.gr

49 Yrniepboooloyia

To&kotnta

Ta KAWVIKG Sebopéva yla tnv ultepdocoloyia TNG OLITAAOTIPAUNG ELVAL TIEPLOPLOUEVOL KOL OLPKETECG TIEPUTTWOELG
nieplAapBavouv cuyxopriynon He GAha ¢pappaka / aAkooA. Oavatndopa TepLOTATIKE oo untepdocoloyia
UOVO Ue oltahompapn xouv avodepBei, aA\d n MAELOVOTNTA TwV Bavoatndopwy MEPLOTATIKWY TEPAAUPAVEL
uniepSoooloyia kat GAwv cuyxopnyoUEVWY GOPUAKWV.

ZUUTMTWLLOTA
Ta akdéAouBa cupmtwata €xouv apatnpnBei oe unepdocoloyia Tng oltalonpdaung: onaouol, Tayxukapdia,

unvnAia, mopdtacn tou Slaothuarog QTc, KwUa, EUETOC, TPOUOC, UTIOTOON, KOPSLAKK OVOKOT, vauTia,
oLVSpopo oepotovivng, SiEyepon, Bpadukapdia, {AAn, OKEAIKOC ATOKAELOUOC, TTapdTacn Tou QRS, uMéptaon
Kol uudploon, moAUpopdn Kowtakn Taxukapdia, AnBapyog, £didpwon, KUAVWON, UTIEPAEPLOUOG Ko
KOATIKN Kol KOWALOKN appuBuia.

Oeparneia
Aev umdpyel €l8IKO avtidoto yla Tn owraAompdun. H Bepameia Ba MpEMeL va lval CUMMTWHOTIKG Kol

UTIOOTNPIKTIKN. O evepyomolnuévog avBpakag, OoUWTIKA KaBapTiko epyaociag (Omwg Beuko vatplo) Kal n
EKKEVWON TOU OTOpAyou Ba mpémnel va e€etaletal. Av n ouveldnon eival pelwpévn o acBevng MPEMEL va
SloowAnvwBel. To HKT kat ta {wTikd onueia Ba rpémnel va mapakoAouBolvtal.

Ytnv mepimtwon unepdocoloyiag, cuviotdtal n mapakohouBnon tg kapdlakng Asttoupyioag pe HKI oe
ooBevelg pe ouvudopntiky kapdlok avemdpkela / Bpaduoppubuisg, os acBeveic mou Aappdvouv
TauToOXpOova pappaKa TIOU Ttapateivouv to didotnua QTc, ) oe acBeveic pe Statapoyég oto UETAUROALOUO,
TLX. Nratikn SuoAettoupyia.
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5. OAPMAKOAOTNIKEZ IAIOTHTEZ

5.1 DapHAKOSUVOMIKEG LBLOTNTEG

Qapuakoepanevtiky Katnyopia: aVTIKOTOOAUTIIKA, €KAEKTIKOL QVOOTOAElS emavampoocAnyng Tng
oEPOTOVIVNG

Kwbikdg ATC: NO6ABO4

Mnyaviouog 5paong

OL BloxnuikéG HEAETEC Kal oL peAETeC cupmepldopac £xouv Seiel OTL n oltolompaun eivat évag Loxupog
avaoTtoA£ag TG mPooAnng tng oepotovivng (5-HT). Avoxy otnv avaotoATikr Spdcon tng npocAnyng -HT-
Sev mpokaAeltat anod tn pakpoxpovn Beparmneia pe Tn ortaAompapun.

H ottalompdpn elval eKAEKTIKOG avacotoléag emavarpocAnyng tng ogpotovivng (SSRI) xwpic i He UiKpn
Spaon otn pocAnyn g vopadpevahivng (NA), tng viomapivng (DA) Kat Tou yappa apvoBoutuplkol 0E€og
(GABA).

Y& avtiBeon pe MOANA TPIKUKALKA aVTIKATOOAUTTIKA Kol MEPIKA amo ta vedtepa SSRI’s, n ottohompadypn Sev
EXEL 1 €XEL TIOAU XAUNAN XNULKI) CUYYEVELQ PE HUia OElpd UTTOSOXEWV TIEPINAUPBAVOUEVWY TWV UTIOSOXEWV
5-HT1a, 5-HT2, DA D1 kat D), ai-, O2- AOPEVEPYIKWY UTIOSOXEWV, LOTAMWVEPYLKWY Hi, LOUOKAPWIKWY
XOAwvepywkwy, umodoxéwv Peviodlalemuvwy, kat umodoxéwv omosldwyv. Mia oglpd AslToupyKwy
SOKLHAoLWV in Vitro o€ pepovwuéva Opyava KaBwe Kal o€ AELTOUPYIKEG SOKLUAOLES in vivo €xel eTuPeBalwoet
TNV amoucia TNG XNULKNG CUYYEVELAG e TouG UTIoSOXELG. AUt N amoucia Spdoewv oToug UTIOSOXELS Utopet
va e€nynoeL ylott n owrahompapn mpokoAel Alyotepeg amd TG KAAOOLKEG QVETILBUNTEG EVEPYELEG OTIWG £lvall
n Enpoctopia, ot Slatapaxeg otn Asttoupyia TN oupodoxXou KUGTNG KoL TOU VTEPOU, To BauBog tng opaong,
n umvnAla, n Kapdlotoikdtnta Kot n opBootatikr unotaon.

OuL kUplot petaPBoliteg t™g ottalompdaung eivat olot SSRIs mapdho mou oL avaloyiegc toyUog Ko
EKAEKTIKOTNTOG £lval YopnAotepee amd autég tng otahompdung. Map’ OAa autd ol avaloyieg tng
EKAEKTIKOTNTOC TWV HeTafoAltwy eival vPnAotepec amd autég moMwv GAwv vedtepwv SSRIs. O
petoBoAiteg dev cuvelodEpouv ot cuUVOALKN avtkatoBATttiky Spdon.

Qapuakoduvautkéc SpAoELS

H kataotoA tou REM otadiou tou Umvou Bswpeital Seiktng tng avrikatabAuttikng dpdong. Onwg ta
TPIKUKALKA avTIKATOOALTTIKA, oL dAAoL SSRI's kat ot avaotoAeic MAO, n otaAompdpn KOTAOTEAAEL TOV UTVO
REM kal au€avel tov UTIVO BPadEwv KULATWV.

MapotL n ottaAompadypn Sev CUVEEETAL e TOUG UTIOSOXELG TWV OTILOELS WV EVIOYUEL TO AVAAYNTIKO OTTOTEAECOL
TWV oUVABWG XOPNYOU LEVWY AVOAYNTIKWV.

H ottalompdun otov avBpwmo dev Slatapdooel TN yvwolokn (vontikn Asttoupyia) kot tnv PuyoKLVNTIKA
amodoon Kal Sev EXEL KOTATPAUVTIKEG LOLOTNTEG OUTE POV TNG OUTE CUYXOPNYOULEVN E OAKOOA.

H owahompapn dev pelwoe tn por) olEAOU o€ L LeAETN HovnG 800NG o eBEAOVTEG KaL O€ Kol LEAETN o€
vyleic eBelovTEG Sev elxe onUAVTIKA emibpacn ot kKapSLlayyeloKeS mapapétpouc. H attahompapn Sev €xel
emidpaon ota enineda opol TNC AUENTIKAC 0pudvne. H oltalompdpn 6mwe Kal to dAAa SSRIs pmopel va
auénoel ta emnineda MAAOUATOC TNG MPOAOKTIVNG, TToU odeiletal otn dsutepoyevr §pdon Tng oepotovivng
OTNV £KKPLON TNG TIPOAAKTIVNG, N omola OpwWE elval PN KAWVIKA GNUAVTLKA.

Ye plo SUTAG TudAn, eAeyxOUevn Ue elkoVIKO dappako, HKI peAétn og vyl dtoua, n HETABOAn amo tnv
apxkn T tou QTc (8opBwon Fridericia) Atav 7,5 (90% Cl 5.9-9.1) msec otn 66on twv 20 mg / nuépa

Yehida 14 amd 17



Kat 16.7 (90% Cl 15,0 £¢wc 18,4) msec otn 660n twv 60 mg / nuépa (BA. mapaypadoug 4.3, 4.4, 4.5, 4.8 Kat
4.9).

5.2 DaPHAKOKIVNTIKEG LOLOTNTEG

Anoppddnon
H amoppodnon sivatl oxedov mAnpng kal e€aptwpevn amno tnv npocAnyn teodns (Tmax HEON 3 wpPeC). H amd
Tou otopartog Blodlabeopuotnta eival mepinou 80%.

Katavoun
O doawopevikdg oykog katavounc (Vq) sivat mepimou 12-17 L/kg. H 8¢opeuon pe tig mpwreiveg mAAopoTog
elvat pkpotepn amo 80% yLoL T OLTHAOTIPALLN KoL TOUG KUPLOUG ETABOALTES TNG.

Blouetatponni
H owahompapn petaBoAiletal otn Spaoctikr SiueBulottalomnpdpun, S1depueBuUACITAAOTPALN, CLTOAOTIPAWN-

N-ofeldwpevn Kal oe adpaveéS SLALLVIKO TIPOTILOVIKO 0€IKO mapdywyo. OAol ot dpaoTtikol petaBoliteg ivat
eniong SSRIs, €0Tw Kal UIKPOTEPNG LOYXUOG amo TN MNTPWKA dpaotiky oucia. H pn petaPfoliopévn
oltoAomnpapn elval n kupla Spactikn oucia oto MAAopa. Ol CUYKEVTPWOELG TNG StueBUACITOAOTIPAUNG Kot
™G SidepeBudottalonpapng eivat ouvnBweg 30-50% kat 5-10% TwV OUYKEVIPWOEWV TNG CLTOAOTIPAWNG
avtiotolya. H Blopetatpon| Tng owrahompdung oe Siuebudoitalonpdun yivetal e t Stapecohdafnon tou
CYP2C19 (nepimou 38%), tou CYP3A4 (nepimou 31%) kot tou CYP2D6 (nepimou 31%).

Amékkplon

O xpovog nuioelog Lwng otnv amékkplon (Tyx) elval mepimou 1% nUEPEG KAL N CUCTNUATIKY KABapon
mAdopatog tng owtahompapng (Cls) elval mepimou 0.3-0.4 L/min, kat n omd tou otopatog Kabapon
TIAGopatog (Clora) eivat mepinou 0.4 L/min.

H owtahompdun amekkpivetal Kuplwg péow Ttou nmoatog (85 %) kot n evarmopévouoa (15 %) péow Twv
vedpwv: 12-23% Twv NUEPAOLWY SOCEWV ATTEKKPIVETAL Ao TA OUPA WG N LETOBOALCUEVN oLtodompadpn. H
nratikn KaBapon (urtoAelppatiky) eival tepimou 0.3 L/min kot n vedpiki kdBapaon 0.05-0.08 L/min.

MpapukoTnTa
H kwntikn elval ypoppikn. Itabepr katdotoon ota enineda mMAACUATOG MituyXavovtol o€ 1-2 eBSouddeg.

Méoeg ouykevtpwaoelg Twv 300 nmol/L (165-405 nmol/L) emituyydvovtal pe nuepnota 86on 40 mg.

HAWLwuévol aoBeveig (> 65 eTwv)

MeyaAUtepol xpovol nuiostag wng (1,5-3,75 NUEPES) Kol UELWHEVEG TIHEG KABapong (0,08-0,3 L/min) €€
outiag Tou pelwpévou puBuoU petaBoAopol éxouv epdavioBel oe nAkiwpévoug aobeveic. Ta enineda oe
otaBepr| KaTAoTAon NTav epimou SMAAGCLA OTOUG NALKLWHIEVOUC OO AUTA OE VEOTEPOUC 0.0BeVEiG oL omolol
rtav oe Bepareia pe Tnv bl doon.

Mewwpévn nratikn Aettoupyia
H owraAompdun omekkplvetal Mo apyd os aoBeveic pe pewwpévn nratikr Asttoupyia. O Xxpovog nuioeslag
{wNn¢ TNG ortoAompaung eival mepimou SUTAACLOG KOL Ol CUYKEVIPWOELG Ot otabepny katdaotaon elval
Tiepimou SUTAAOCLEG QMO QUTEG TIOU TIOPATNPOUVTAL 0 aoBeveic pe duololoyik NMOTIKR Asltoupyia petd
amnod xopriynon tng idlag doong.

Mewwuévn vedpikn Asttoupyia

H ottaAompapn amekkplveTal 1o apyd o€ aoBevelg e AMLa WG HETPLAL VEPPLKA AVETIAPKELD XWPLC aUTO va
£XEL KATOLA KUPLO EMIMTWON otn PapUAKOKWVNTIKA TNG oltalompaunc. Emi tou mapovrog dev UTIApXEL
S100£o1un mAnpodopia yia tn Bepamneia acbevwv pe coPapn vedplkn avemapkela (kaBapaon KpeaTvivng <
20 mL/min).
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MoAupopdLopdg

OL £peuvecg In vivo €youv Katadeifel OTL 0 PETOBOAOUOC TNG OLTOAOTMPAUNG dev SelXvel KAVIKA ONUAVTLKO
TioAupopdLopo otnv ofeidbwon tng omapteivng / deBpuookivng (CYP2D6). MNa toug aocbeveic mou eivat
YVwoto otL eival Bpadeig CYP2C19 petafoliotég, cuviotdral apxik §6on 10mg/nuépa (BA. mapdypado 4.2)

5.3  TMpokAwika ctowxeia acdaleiog

Oteia tofikdTnTa
H owtahompaypn €xel xapnAn oeia tofikoTnTA

Xpovia tofkoTnTa
Y& UEAETEC XPOVIAG TOEKOTNTOG Oev UTAPEAV AVNOUXNTIKA €UpAUaTa ylo Tn Ogpameutiky xprion tng
oltaAonpaung.

MEAETEG QVOTTOPAYWYNG

Itnplopevol os SeSopéva amo HeAETEG TOEKOTNTAG KATA TNV avarapaywyn (tuiua |, Il kad ) Sev udiotatal
AGyog va utapéel kamota Wlaitepn avnouyla yla tn xprion tng oLttaAompapng os Yuvaikeg oL omoleg eival ev
SUVAPEL IKOVEC yLa TEKVOTIOLNON.

OL pehéteg epuPpuotolikotntag os movrikia o 86oelg twv 56 mg/kg/day, oL omoieg mpokahoUV UNTPLKA
ToEIKOTNTA £6€L€aV OOTIKEG AVWHAALEG OTN TEPLOXH TNG OTOVOUALKNG OTHANG Kal Twv TAeupwv. Ta enineda
TAAOATOG OTN UNTEPA ATAV TOTE 2-3 GOPEG LEYAAUTEPA OO TN BEPATTEUTIKN CUYKEVTPWON OTOV AvOpwro.
2Ta TovtiKLaL N oltaAompapn Sev eixe KAmola eMidpAOn 0T YOVIUOTNTA, TNV KUNGN KAl TNV aVArtuén tou
veoyvoU aAAd peiwaoe to Bapog yevwnong Twv veoyvwv. H oltalompdun Kat ot petaBoliteg tng pOdvouv os
EUBPUIKEC CUYKEVTPWOELS oL oTtoleg elvat 10-15 $opEC Ta UNTPLKA eTTinMeSa TAGCUATOG.

Aedopéva o melpapatolwo £xouv Seifel OtL n oltohompaypn MPoKaAelL Peiwaon tou Selktn yovipudtntag Kot
£yKUPOOUVNG, Helwon Tou aplBuol spduUTEVCEWY KoL AVWUOALEC OTO OTIEPHA KOTA TNV UTtepBOAKN £€kBean.

MeTtdAAafn KaL KAPKLVOYEVEDN
H owtahonpapn &ev mpokaAel petaA\agn Kal KapKIVOYyEVEDN.

6. OAPMAKEYTIKA ITOIXEIA

6.1 KatdAoyog ek6Oxwv

Nupnvag dokiou:

Lactose monohydrate, starch maize, glycerol, microcrystalline cellulose, copovidone, croscarmellose
sodium, magnesium stearate.

ErukdAuyn:

SEPIFILM 752 WHITE(amoteAeitat amo: hypromellose, microcrystalline cellulose, polyoxyethylene
stearate, titanium dioxide E-171).

6.2 Acuppatotnteg

Kapioa yvwotn
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6.3 Aidpkela {wng

48 unveg

6.4 18waitepeg mpodpUAGEELS yia Tn pUAAEN TOU TTPOLOVTOG

Duldooste og Beppokpaoia pkpoTepn Twv 25°C.

6.5 ®U0oN Kol CUCTOTLKA TOU TIEPLEKTN

Koutl mou meptéxel 14 Swokia oe blister (PVC/ANoupwviou) r 28 Siokia o blisters (2 x 14).

6.6 I16waitepeg mpodulragers andppung Kot AAAOG XELPLOWOG

KaBe mpoiov mou dev £xel xpnolpomnotnbet 1 undAepa mpénel va anoppldpBel cupdwva Pe TIC KOTA
TOTIOUG LOXUOUCEC OXETIKEG SLOTALELG.

7. KATOXOZ THZ AAEIAZ KYKAODOPIAZ
ANOAPM EANAZ ALE.
MepikAéoug 53-57

15344 répakag Attikng-EANGda
TnA.: +30 210 6831632

8. APIOGMOZ (Ol) AAEIAZ KYKAODOPIAZ
PRAMITAL 20MG/TAB: 59181/12/07-03-2013
PRAMITAL 40MG/TAB: 19412/07-03-2013

9. HMEPOMHNIA NMPQTHZ EMKPIZHEZ / ANANEQZHZ THZ AAEIAZ
10-05-2012

10. HMEPOMHNIA ANAOGEQPHZHZ KEIMENOY

11. AIAGEZH

Movo pe LaTpLkn ouvtayn
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