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XAIPETIZMOZ

Ayanntoi ZuvadeAgol,

‘Exoupe TNV TIUA va oag KaAwoopiooupe otnv Emotnuovik EkdnAwon «Hpépeg
Yuxatpikng 2018» mou Ba mpaypatornoinBei otnv aiBouvoca tng Mahaidg
D\ocoPIkAG Zx0ARG AMO, otnv Oecoalovikn, ot 23 kat 24 Noegpfpiov
2018 kat Slopyavwvetal and tnv International Society on Neurobiology &
Psychopharmacology.

H emotnuovikni auth ekdAwon amoteAei pépog piag mpoondbelag va emteuxOei
pa 600 to Suvatov KaAUTEpN TOIOTNTA OTNV OuveXl(Ouevn ekmaidevuon He
éugpaon otn Baotl{dpevn o epeuvnTika dedopéva Yuxlatpikn. Oa dobei 1dlaitepn
BaplTNTa OTIC TAPEXOUEVEG UTTNPETIEC YUXIKAG VYEIQG, LE EUPACn OTIG AVAYKEG
NG KOvOTNTAG Kal TIG SIEPYATIEC TTOU aYOopOoUV TNV TPWTOoRAOUIa TTEPIBaAPN Kal
TNV TTAPOXI UTTNPECIWV VYEIQC.

Emiong n ekmnaidevon Ba eotidcel kal 0To OgBACUO KAl TNV IKAVOTIOINGN TWV
AVAYKWV TOOO TWV acBeVWV Kal TwV OIKOYEVEIWV TOUG 60O Kal TOU KOIVWVIKOU
OUVOAOU YevIKOTEPQ, O éva TrepIBAAAov TTou YiveTal 6Ao Kat 1o SUOKOAO Kal
amaITNTIKG, Kal TauToXpova eEAIPETIKA TIEPITTAOKO HE TNV MOIKIAIA TwV oUWV
KOl TWV XOPOKTNPIOTIKWVY TOUG OANG KAl TwV OEIKTWV MOLOTIKOU KAl OIKOVOUIKOU
€Aéyxou Tou TaxuTtata @aivetal va vioBetouvTal.

Me ektipnon

<

Kwvotavtivog N. ®ouvtouAdakng
KaBnyntng Yuxiatpikng Ao

23 kal 24 NogpPpiou 2018, Osccalovikn
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Napaokevn 23 NogpBpiov 2018

MNpoedpoc: Noukag ABavaciadng

Yuxiatpik voonpdtnTa 0 PPOVTIOTEG ATOUWY HE XPOVIO CWHATIKA
r/kat Yuxikda voonuata

ZTavpo¢ ZapoAng

OepameuTiKn Xprion YuxodleyepTIKWY 0TNV AVOEKTIKN KATABAIYN
EVva-Mapia Toamakn

Eloaywyn otnv Bgpaneia Twv PpuxooeEovalikwv SUCGAEITOUPYILV
MNoukag ABavaotadng

Ouoloe€dptnon: Emdnpioloyia, emMnTwoelg, OepameuTIKr TPOCEYYION
Kwvotavtivog Paving

MNpodedpoc: ENévn MapAamavn

Wuxikn vyeia o€ QUAAKIOUEVOUG

Mapia MapkomoUAov

lotopia TNG £peuvag 0TN YEVETIKN YPUXIATPIKN
EAévn NapAamavn

H Yuxikn vyeia 0To ¥Wwpo TG epyaciag
Nétpog PwTiadng

Teletry Avayopeuonc Tou kabnyntr John Geddes oe Emitipo Aiddktopa
(honoris causa) Tou Tprpatog latpikig Tng ZXoAns Emotnuwv Yyeiag AMO

AlaAeén
Therapeutic discovery in mood disorders
John Geddes

Huépeg Yuxlatpikng 2018
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12.00-13.00
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14.00-15.00
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Tappato 24 NoepBpiov 2018

MNpoedpoc: Ayopactdg Ayopacstog

E€aptroeic: Neég pop@éc piag maAldg ouvnBetag
Navayiwtng Navaywwtidng

Katavowvtag tn Asrtoupyia Tou gyke@Alou Ola HéCOU TwV KIPKASIWY
puOUWV
AyopaoTtiog AyopaoTtog

AVTILETWITION TWV HETAPBOAIKWY AVEMOUUNTWY EVEPYEIWV aTTd TA

VEWTEPNG YEVIAG QVTIYUXWTIKA
FpPnyoplo¢ KapakatooUuAng

MNpoedpoc: Kwvotavtivog Douvtouldkng

Baoiopévn oe Sedopéva Puxlatpikn
Kwvotavtivo¢ ®DouvtouAdaxkng

> 0yXPOVEG TAOELG TNV YUXOYNPLATPIKN
Avactacia Kwvota

YuvaleOnpuatiki puBuion kal Yuyomaboloyia
Méepomnn Zipov

23 kal 24 NogpPpiou 2018, Osccalovikn
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NMPOrPAMMA

17.00-18.00

18.00-19.00

19.00-20.00

20.00

Tappato 24 NoepBpiov 2018

MNpodedpoc: ENévn Mmévtn

EdikéC pabnotakéc SUOKOAIEC: OwPNTIKEG TTIPOCEYYIOEIC - TIPAKTIKEC
S1dyvwong kat mapéppaong

EAévn Mniévin

Eival To o1peg T0€IKS yia TO yKEQANO;
Ipiyévela @aliayka

Neupoyuyoloyikr) Slepelivnon TG EKMTWONG TWV YVWOTIKWVY AEITOUPYILV
TWV PUXIOTPIKWY 00OV
Avtwvng Ogo@ulidng

AQén epyaciwv

Huépeg Yuxlatpikng 2018
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MPOEAPOI - OMIAHTEZ

Geddes John

Head of the Department of Psychiatry of
the Oxford University, Director of R&D of
the Oxford Health NHS Foundation Trust
(OH), Director of the NIHR Oxford Health
Biomedical Research Centre, Oxford, UK

Ayopactiog Ayopaotog
Em. KaBnynt¢ Yuxlatpikric AMNO

ABavaociadng Aoukag
Av. KaBnyntric Yuxiatpikng ANO

O&e0@UAidng Avtwvng
Wuyxohdyog EXY, ' Mavemotnuiakn
WYuxiatpikr) KAwvikr, NMTNO AXENA

KapakatcoUAng Fpnyopiog
EmueAntrc B'EXY, I Yuxiatpikn KAvikn
ANO, MINO AXENA

Kwvota Avactacia
Em. KaBnyrtpla Yuxiatpikrig AMO

MapkomoUAov Mapia
EmpeAntpia A'EXY, Yre0Ouvn Tunuatog
YuylatpodikaoTtikig, YNO

Mmniévtn ENévn
Em. KaBnyntpta Eldikwv Mabnolakwv
Alatapaywv AlNO

Navaywwtidng Navayiwtng
Yuyxiatpog, Apxiatpog, 424 TENE

23 kal 24 NogpPpiou 2018, Osccalovikn

NapAhamavn EAévn
Em. KaBnyntpia Yuxiatpikric ANe

Paving Kwvotavtivog
Wuyiatpog, Emiatpog, 424 NIZNE

ZapoAng Ztavpog
Wuyiatpog, EmueAntrg A'EXY, Wuxiatpikn
KAwvikr, FNO Immokpdtelo

Zipou Meponn

Wuxohdyog, Msc Khvikng Wuyoloyiag,
Motomoinuévn NVWOoTIKA ZUUTTEPIPOPLKN
WuxoBepameltpla, Oscoalovikn

Toamakn Eva-Mapia
Wuyiatpog, AleuBuvipla ISlwTIkAG
KAwvikriig Aylog Xapdhaumog,
HpdkAelo Kpntng

Dahayka lpyévela
latpdg, Oscoahovikn

®ouvtoulakng Kwvotavtivog
Kabnyntrc Yuxiatpikng AMNO

Owtiadng Nétpog
Wuyiatpog, Mevikog Apyiatpog, 424 TENE
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FENIKEZ NAHPOO®OPIEX

Hpepopnvia kat témog Sie§aywyng
23-24 NoguPpiov 2018
ApgBéatpo Malaidg Oihoco@ikAg ZxoAng AMNO

Mopra cuvexi{OpevnG 1ATPIKAG EKMaidguong
TNV EMOTNHOVIK ekdNAwon Ba xopnynBouv 12 popia CME and tnv World Psychiatric
Association.

MoTomoINTIKO CUMMETOXNG
> & ONOUC TOUG CUMMETEXOVTEC TNG EMOTNMOVIKAG ekdrAwong Ba §oBei moTtomoinTikd

OUMMETOXNAG.
Ontika péoa - TEXVIKA ypappateia
H aiBouoa die€aywyng Tng emotnuovikng ekdriAwonc Ba ival texvikd e€omAlopévn yia

TIg mapovuolidoelg péow H/Y. To UAIKG TnG mapouoiaong Ba mpémel va mapadidetal pia
TOUAAXIOTOV WpPa TIPLY oo KABe cuvedpiaon otnv 101K TEXVIKN YPAUUATEIa.

AKaiwpa GURPETOXNG

Katnyopia Kootog
Eidikoi 100,00€
Eidikevopevo/Yuxohdyol/Noonheutég/Doitntég Awpeav

H rapamdvw tiur ouumeptAauBavet tov ioxvovta Or1A 24%

To dikaiwpa cupperoxng mepthapfaver:

Edikoi: Eidikgvopevol Wuxohoyol/NoonAeutég/

« NMapakohouBnon emotnuovikig ekdnAwong  Dortntég:

« 2uvedplakd YAIKO « MapakoAovBnon emoTNUOVIKAG eKOAAWONG
« [MoTOoMmOINTIKO CUMUETOXNAG + [MoTomoiNTiké CUMUETOXNAG

Fpapparsla Emotnpoviki¢ EkéAwong

Global Gue

Aropyavwon Zovebpiwv - EkGnlooewv

@gocalovikn: Xtadiov 50A, 55534 MNulaia, Oecoalovikn

TnA.: 2310 247743, 2310 247734, ®a&: 2310 247746, e-mail: info@globalevents.gr
ABRqva: Bahéotpa 2 & Aew@. A. Zuyypou 168, 17671 KahhiBéa, ABriva

TnA.: 210 3250260, e-mail: athens@globalevents.gr
www.globalevents.gr

Huépeg Yuxlatpikng 2018
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EYXAPIZTIEZ

H OpyavwTikn Emtpomnn euxaploTei TI¢ MTapakATw TAIPEIES YIa TN CUMPBOAN TOUG
otn Stopydvwon tng Emotnuovikng EkdnAwonc.

ANGELINI

FarmaSyn sa

23 kal 24 NogpPpiou 2018, Osccalovikn



Trittico’

MEPIAHWH TON XAPAKTHPIZTIKQON TOY NPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ

TRITTICO 150 mg emikahupipéva pe AemTo upiévio Slokia mapateTapévng anodeoieuong

TRITTICO 300 mg emikahupipéva e AenToé upiévio Slokia mapateTapévng anodeopeuong

2. NOIOTIKH KAI MOZOTIKH ZYNOEZH

TRITTICO 150 mg emkahuppéva e AemTé upévio dlokia napatetapévng anodéopeuang. To kabe diokio
nepiéxet 150 mg trazodone hydrochloride mou (ooduvayiel e 136,6 mg trazodone

TRITTICO 300 mg emkaAuppeva Pe AEMTO Upévio Slokia napateTapiévng anodéagieuang. To kabe Slokio
nepiéxel 300 mg trazodone hydrochloride mou (ooduvayiel e 273,2 mg trazodone

la mrpn katdhoyo Twv exdoxwv BAEME mapdypago 6.1.

3. DAPMAKOTEXNIKH MOP®H

Ta Blokia napatetapévng anodéopieuong uropolv va dlaipebolv oe dlo (oa pépn

4. KNINIKEZ MAHPO®OPIEZ

4.1 @epancurikég evdeifeig: KaraBAmmikég dlatapaxés pe 1 xwpig dyxog

4.2 Aooohoyia kal Tpdmog xopriynang: To GApHaKO MPEMEL va XPNOWOTOIETal ovo and evihikeg aoBe-
Velg. Ta lokia Urmopolv va dlaipeBouy, WOTE Va EMTPENETAL 1) TIPOOSEUTIKY alEnom Twv S6cewv. H 86on
évapEng 150 mg/nuépa pmopet va auEndel ano 75 mgmpépa (ot Siokio Twv 150 mg) kabe TPelg Nué-
PEG (1. va yivel 225 mg/ nuépa d6am v TeTapm NEpa g Bepanteiag) péxpt ta 300 mg/muépa déon.
e OpIOLEVE TEPITTWOELG 1 apxIKr) SO0 Hrtopet va elwbel aTa 75 mgmuépa (1ot diokio Twv 150 mg)
pe otadiakr auénon Tou 75 mg/muépa (mod Biokio Twv 150 mg) kaBe TPEWG pepeg pEXpL Ta 300
mg/nuépa. Ta dtokia mpénet va AapRdvovtat e G3eto aTopdyt pad e eva momipl vepo, oe parag 3oom
o Bpadu 1 mptv ™ Ppadiviy katdkAon. Ta diokia dev mperel va onaZovtat 1j va pacolvat wote va e&a-
OQAAOTE( 1) TAPATETAWEVY) TOUG AMOBETHEUOT).

HAwiwyévor: Ma Toug MOAU NAKIwHEVOUG 1) adUvapoug aobevels, 1) ouvioTwien apxikr doan eivat 75
mg TV NpéPa, XopnyoUpeva oe epanag ddom T vukta. Autr n d0om propel va aunel, onwg mept-
ypdgetal napandve, Katw aro napakohoUBnan, avahoya pe TV avoxy) kal TV anoTeAEopaTGTTa.
[laidtd: H tpaZodévn dev ouviotdrat yia xprian oe maidia nAkiag katw Twv 18 Ty, Adyw g EMeng
SedOpEVWV AOPaAE(ag.

Hnarikrj avendpreta: H tpagodévn undkettat oe extevr} HeTaBoMopé ato fnap, BAENe napdypago 5.2
Kat €xel eniong ouoyeTIoBel e nratoTogkémra, BAEne Mapaypdpoug 4.4 kat 4.8. Enopévwg, anarreitat
TIpooOX katd T ouvrayoypdgnor TG oe aoBeveis e nnatikn duoherroupyia, BlaiTepa o8 MEPITTOEIq
ooBapng nrariknig Suchertoupylag. Mropel va e&eTaobel To evdeydpevo TG MepLodikiig mapakoouen-
0ng TG NRaTIkg Aetroupyiag,

Neppikri duaketroupyia: ZunBuwg dev anareitat npooappoyy g 30cohoyiag, aMd anarefral ipoco-
X1 katd ™ ouvtayoypdgnon oe aoBevelq Le apldg HopPng Veppikr duaetoupyia (BAEme emiong
Tapdypago 4.4 kat 5.2).

4.3 Avrevdeigeig: Mvaorr unepeuatanota oy Tpaloddvn kat oe orolodrinote and ta ékdoxa. Mevikd,
7o Trittico avrevdeikvutal katd mv kinon kat ) yahouxia (BAéne napdypago 4.6).

AnAnmnpiaon and owdnveupa kat and unvwtika. OEU EUpEQayMa ToU MUoKkapdiou.

4.4 ESIKEG mpoeiomroInaelg kal mpopuAGEEI§ katd T Xprian: Xorion oe naidid kat e@rifou kdTw Twv
18 eTwv: H Tpadod6vn dev mpémel va X otpomole(Tal ot matdla kat epriBoug NAKIag Katw Twv 18 Tdv.
Te KAk Hehén oe adid kat egrBoug Tou unodAhovtarl auyvétepa oe Bepanela e aviikatabTl-
KA ar’ 61l e EKOVIKG (APHaKO) MapaTnEBNKav QUTOKTOVIKY CUMMEPILpOPd (aMOTelpa auTokToviag kat
OXeBAopGG_aUTOKTOVIag) Kat exBPIKGTTA (0UCIAOTIKG EMIBETIKGTNTA, EVAVTIWTIKI GULNEPIPOPA Kal
Bupég. Erumhéov, dev unapxouv pakpoypévia Sedopiéva aogaleiag ot aidid Kau egrioug doov agopd
TV QUENO, TNV WPILAVOT) KaL TNV YVWOIAKY] Kat GUUMEPIPOPIKI] QVATTTUEN.

AYTOKTONIA / AYTOKTONIKEZ SKEWEIZ H KAINIKH EMIAEINQZH H katd®hiyn oxetiCetat pe auEnué-
VO K{vOUVO QUTOKTOVIKWV OKEYEWY, QUTOTPAUHATIOHOU KAl QUTOKTOV(aG (ENelodola, OXeTIGopeva e
autokTovia). O Kivduvog autdg napapévet ewg 6tou entreuxBel onpavik Upeon. KaBuwg propei va jn
onpetwbel Bektinon katd m didpkela Twv Mpwtwv Aiywv efoopddwy g Bepaneiag 1 neploodTepo, o
aoBeveiq Ba mpénet va mapakohouBolvrat otevd, £wg dtou emiteuxBel n PeAtiwon autr. Kard ) yewt-
K1 KAIKT) epmelpia, o kivduvog autokToviag propel va auénBel katd ta mpdipa otddia g avappwong.
ACBeVe(g e LoTOPIKG EMELOOBIWV OXETI(OHEVWY i€ QUTOKTOVID, 1] EKEVOL TIOU TAPOUSIAZoUV ONpavTIKOU
Baboy autoktovikd 1Beacpd mptv and v évapgn ™G Bepaneiag eival yvwotd 6Tt BlaTpexouv peyal-
TEPO KiVBUVO QUTOKTOVIKWV OKEYEWV 1} MOMELPWY AUTOKTOVIAG, kat y' autd Ba mpémel va mapakohou-
BoUvtal MpooeKTIKA katd ) didpkela TG Bepaneiag, Mia HETA-avaluom EAEYXOUEVWV HE EIKOVIKG (ap-
JaKO KAVIKGY SOKIMGV e QvTIkaTaBAITTIKG QApLaKa oe eViikikes aoBeve(S e PUxIaTPIKES BlaTapaxes
EEIEE QUENHEVO KIVBUVO QUTOKTOVIKIIG OULMEPIPOPAS HE QVTIKATABAITTIKA OE OUYKPIOT) E TO EIKOVIKG
@dppako o aoBevelg nhikiag KATw Twv 25 eTwv. H pappakeuTikr aywyy Blaitepa oy apxr g Bepa-
nelag kau Hetd and aAhayeq otn Socohoyia mpénel va ouvBUGeTal e atevi tapakoholbnon Twv acle-
Vv Kat dlaitepa autdv mou dlatpéxouv uPnAS kivduvo. Ot aoBeveiq (kat autol mou povTifouv Toug
aoBeveig) Ba mpénel va ivat o enaypUnvnom OxeTIkA pe TV avdykn napakohoUBnong yia oroladr-
TIoTE KAWIKT] ETUSEIVWOT), QUTOKTOVIKY GUMIEPLPOPA 1) OKEWELS KAl OMoleadNioTe aouviiBloTeq aAAAYEQ
0N oupnePpopd Kat va avalmrioouv (aTpIkr GUPBOUNY AHESQ GV UPAVIONOUY QUTA TQ CUNTTWMA-
Ta.

la va ehayiotornoindel o ev duvdyiel kivduvog andrelpag autoktoviag, 1dlaitepa katd v €vapén g
Bepaneiag, o kdBe Mep(TTWON TIPEMEL VA CUVTAYOYPAPOUVTAL TIEPLOPIOHEVES, HOVO, TIOTOTNTES TPAO-
downg.

e aoBevelq pe TIq MapaKdTw KATaoTAoELG OUVIOTATAL ) TIPOOEKTIKY XOPMynom TG S6omg Kat 1 TaKTKY
Tapakohodbnon:

T aoBevelq pe emAnyia, mpémel va amogelyovral ol dlaftepa aupvidleq augnoeg 1 PEWoEg ™G
Sooohoyiag

¢ a0Beveid e namiki 1) vegpikr Suoettoupyia, 1Blairepa av eivat coBaprig Hopeng

Ze aoBevelq pe kapdlonabela, 6nwg aotabr} atnBayxn, SlaTapaxes TG aywyoTTag, fj KOAToKoL-
Aakd anokAelop6 Slapdpwv Rabuav, mpdopaTo Euppaypa Tou Huokapdiou

e aoBevelq pe unepBupeoedloud

e aoBeveig pe dlatapayég g olpnang, dnwg unepTpopia Tou MPOOTATY, av Kat Bev avapgvovtal
nipoBAfaTa Kabg n aviiohvepyikn dpdam g Tpaloddvng eivia uovo fa.

e aoBeveiq e 05U yAaUkwua oteviiq ywviag, auEnuévn evoopBaAua mieom, av kat dev avapévovtal
onuavtikés aMaye, Adyw g rimiag avrixowepyikrig dpdang g Tpalodovng,

Av napampn@el iktepog o€ kdmolov agBewi, 1 Bepare(a pe Tpatodovn MpEMeL va BlaKomel.

H xoprjynon avrikatabAimTikev oe aoBevelq pe oyiloppévela 1j AMEG PUXWTIKEG BlaTapaxeq mopel va
0dnyroeL o€ EMBeivwon TwV CUPTWATWY TG YUxwong. Mriopel va eviaBolv ol NapavoelBe OKEYELS,
Kara m Sidpkela ™g Beparteiag e Tpalodovn, o acBevelq propei va petapel and pdon kardbAupng oe
Qaom paviag - n kataBAITTIKY POXwon va HeTatpane! og Maviakr gpaom. STy nepiirwon aut), 1) Xopr-
Ynon g Tpalodovng mpémel va dlaKoTe.

2T mepimwon Tautéxpovng xpriong GMwv oepoTOVERYUKE SPMVTWY ULV, 6w &ival Ta avTiKaTa-
ONITTIKG (LY, TPKUKNKG avTikaTabNimTika, SSRI's, SNRI's, kau avaotoleiq Tng MAO) Kat VEupoAnTTTK@v
£xouv mieptypagel AMAETISPATELS GTwG OEPOTOVIVEPYIKO GUVBPOLO / KaKGNPEG VEUPOANTITIKG GUVEpO-
. Z€ TIEPITIWOELG OUYXOPHYNOTG HE VEUPONNTTTIKG, Exouv avagepBel kakoriBn veupoAnTTTikd olvepo-
Ja pe Bavatneépo EkBaar. To ouvdPopo anotee! yvwotr avertBupnm avtidpaon ota gdppaka autd.
la neploadtepeq mnpogopieg, BAEME Mapaypdpoug 4.5 kat 4.8. AedOUEVOU OTL 1 AKOKKIOKUTTapaIa
pnopel va exdnhwBel KAWIKG KE YPINBN OUUTTOATA, VO TOU AaioU Kat TUPETS, OTIG MEPTTROEIS
QUTEG OUVIOTATA val Yivel aiuatohoyikdg ENeyxog.

e aoeveig, mou AapBdvouv Tpagoddvn, £xel avagepBel undtaom, oupnephapBavopévng Tg opboota-
TIKIQ undtaong, Kat ouykomy. H Tautdxpovn Xoprynon avilnepTaoik®y GappAKwy Le T Tpajodévn
Jnope{ va anarTroet ) Heiwon ™G S6omg Tou avriuneptactkol Gappdkou.

Ot nhikiwpgvol aoBeveiq ouyvd mapouotagouy peyaUtepn euatoBnota ota avikataBATTikd, exdnAwvo-
vIaG, 1Blaitepa, opBoOTaTIKY UNGTAT) Kl GANEG QVTIXOAWEQYIKEG EVEPYEIES.

Meta m Bepaneia pe Tpaloddvn, BlaiTepa yia apateTapévo xpoviko didata, ouviotdrat n otadlaky

Hefwon mg 36ang, péxpt m Blakor} MG xopriynag, yia va ehayiotonomet n exdrilwon Twv oupTTw-
dTwv atepnTikoy auvdpopou, dnhadr vautia, kepaAahyia kat aloBnpa kakoux(ag.
Dev unapyouv Sedopéva 6Tt n udpoyhwptk TpaZoddvn mpokakel eBLoHO.
'Onwg Kkat pe GMa avrikataNTka pdppiaka, oAU onévia, pe Ty TpaZod6vn Exouv avapepBei riepl-
otatikd napdraong Tou dlaotripatog QT. Anarreitat PoooXN KATd T ouvTayoypaenan g Tpagodd-
VNG MAapGAANAQ LE PApUAKEUTIKA MPoidvTa, Ta orola eivat yvwotd 6t mapareivouv To didomua QT. H
Tpadoddvn MPEMEL va XPNNOOTOIETAL | TIPOTOXT| O€ A0BEVEIS | YVWOTT KaPBIaYYEIaKT VOO GUpNe-
phapBavopEvwy Twy vOgwY, Tiou OxeTiZovTat He napdraon Tou dlaotruatog QT.
loxupol avaoToheig Tou CYP3A4 umopet va pokakeouv QUENCELG Twy emmedwv TPagod6vng atov 0pd.
la nepioodepeg mnpogopies, BAENE Mapaypago 4.5.
‘Onwg kat pe GAa pappaka, e a-adpevoutiki dpdom, 1 Tpalodovn oA omavia GUOKETIoBNKe e
Tiplanopé. Autég uriopel va avripeTwrioBel pe evdoompayywdn Eveom a-adpevepyikol Mapdyovta,
dnwg eiva n adpevakivy 1 n petapapvoln. Eviodtol, undpyouv avapopés enaydpievou and v Tpa-
086vn mplaruopioU, yia Tov 0roio XpeldoBke xeipoupywi enéuaan 1 odrynoe oe pévin oeouahik
duoherroupyia. AoBeveig, TTou avarTTiooouV TNV UTOTEUOEVN QUTY) QVemBUMNTN avTiSpaon mpémel va
Blakdwouv ) Bepaneia e Tpagodovn apgows.
4.5 AMnhemdpdoeiq pe GAa papp G mpoidvTa kai GAeG poppeg aMnhemidpaong
Tevixd: Ot KATAOTOATIKEG eMOPATELG TWV QVTIPUXWOIKWY, UMIVWTIKWV, KATAOTAATIK®Y, AYXOAUTIKGV Kat
QUTIOTAIVIKGV QaPUAKWV Hrtopel va eviaBolv. ZTIG MEPUTTHOEL] QUTEG, ouviaTdTat 1 peiwon g 5ogo-
Moylag.
O petaBohiopdg Twv avrikaraBNimTka@v errayverat Adyw Tav emdpaoewy Twv and Tou aTéuaTog avrt-
OQUNINITIKGV, TG PaIvuToivg, TG Kapurapalenivg kat Twv BapBroupikay aTn Aerroupyia Tou Ararog.
0 petaBoNopés Twv avikataBNITTkwv avaoTéMeTal and T OeTidivi Kat oplopgva GMa avtipuxwtt-
Ka.
Avagtoleig Tou CYP3A4: In vitro peNETeq peTaBoMOpOU ooV GvBpWTo KaTadeIkviouv 6Tt Umdpyet 1
Suvarémra tpapélu»(su‘nm’]q aMnheni®paong étav n Tpagodovn xopnynBel Tautéxpova e oxupolq
avaoToheig Tou CYP3A, orwg n epuBpopukivn, 1) ketokovalohn, n rpakovaZéhn, n prrovapipn, 1 val-
vaipn ka n vepaZodévn. Eivar bavdy, loxupol avagtohelq Tou CYP3A4 va odnyolv oe onpaviiki
alEnom Twv ouYKevTp@oewy TPagod6vng aTo MAdopa. Ze in- Vivo LEAET Oe LyI(G EBENOVTES, Exet ent-
BeRawwbel o1t 1) ddan 200 mg BID pirovaipng augnoe Ta enimeda mdopatog g Tpajodowng katd
TIEPLO0GTEPO ANG S0 POPES, LE AMOTENETA VaUTia, OUYKO Kal UMGTaon).
Edv n Tpacodovn xpnatpomnoinbel Tautéxpova pe 1oxupd avactohéa Tou CYP3A4, mpénet va efetaobel
T0 £VOEXHEVO XOPTYNONG XAHNAGTEQNS 560NG TPAOd6VNG,
EvtoUrolg, n ouyxoprynom g Tpagodong kat loxupwv avactohéwv Tou CYP3A4 mipénet va amogelye-
Ta, otav eival duvarov.
KapBaalenivn: H ouyxopriynon odnyel 0e HEWHEVES OUYKEVIPWOELG TG Tpagodowng ato mhdopia. H
QUYX0prYNoN MG Kappnapagenivng o€ 36an 400 mg nepnoiwg 03rynoe Oe Helwon MG OUYKEVTPWOnG
™G TPagodOVNG Kat ToU evepyou peTaBoAim g, ™G m-xAwpogauAoninepalivng oTo MAdopa Katd
76% Kat 60%, aviaToixws. Ot aoBeveig mpémel va mapakohoubouvtat oTevd yia va dlamotwdei edv anai-
Tefrat augnon mg 86ong g TPagodovng.
ToiurAika avrikaragAirikd: H Tautdxpovn xopriynon mpénet va amoedyeTal Ayw Tou KivaUvou ahkn-
Aenidpaong. Mpénet va undpxel enaypunvnon yia Tuyov ekdrwon oepoTovivepylkol auvdpduou Kat
KaP3IAYYEIAKWY TIAPEVEQYELWV.
Phovokerivn: Me To ouvduaopd g Tpaloddvng e T AouokeTivn, évav avaotoréa Tou CYP1A2/2D6,
£€xouv avagepBel oTavia MePLOTATIKA AUENUEVWY emMESWY TPAl0dEVNG MAGOATOG Kal avemBuunNTwY
evepYeLdv. O pNXaviopoq ou odnyel ot papuakokiviTiki autr aMnAenidpaon dev eiva MAjpwg kata-
VoNTog. Aev Mopouoe va anokAeloBel To evdexGpevo papuakoduvapikiq aMnhenidpaong (oepotovi-
VEPYIKOU GUVEPOLIOU).
AvagroAeic e povoauiimg o&eiddang: Eviote, £xel avapepBel n bavi aMneniSpaon pe Toug ava-
TOAE(G TG povoapivng oEe1ddong. Av kat optapievol KAIKol xopryouv kat Ta 840 pappaka TauTdypo-
va, 1 xprion Tg Tpagodéwng Tautoypova e Toug avaaToheig g MAO, 1 evrég 8o efdopddwy ano m
BlaKOMT| NG XoPNYNaMG TwV oUWV auTwv, dev ouviotdrar. Emiong, Bev ouvioTatal 1 xopriynon ava-
atoAéwv TG MAQ evog piiag eBdouddag and m lakorr| TG Bepaneiag pe Tpajodovn.
Pawobeiadive: e niepimrwon Tautéxpovng Xpriong gawoBelativiv, dnwg n x\wporpopaZim, n ehou-
gawagivn, 1) AeBopenpopativn, n neppawalivn napatmerénke gopapr opBoarariki unotaon.
Avaigbntika/uuoxaAgpwrikd: H udpoxhwpik Tpafodévn LMope( va evioyUoEL TIG ETISPATELS TwV Huoxa-
AAPWTIK®V KAl TWV TTTINTIKOV QvatoBNTIK@V, Kal, OTIG TEPITTHOELG QUTES, ANATE(Tal PogoyT) .
AAkoOA: H tpalodévn evteivel TIQ KATAOTOATIKEG eMISPATELG Tou AAKOOA. To aAKOOA TIENEL va amopey-
yetat katd ) didpketa g Bepaneiag pe Tpagodovn.
Aefovrdna: Ta aviikataBAITTIKA uriopodv va enraxivouv To petaBoNops mg AeBovidna.
AMa: H tautdypovn xprion ™g Tpagoddvng pe papuaka, Ta onoia ivat yvwotd ot napateivouv 1o did-
omya QT pnope( va augrioeL Tov Kivduvo KOINGKWY appuBLIY, ouMEPNaUBAaVOUENG TG KOAKTG
%qxumpél'aq Siknv prdiou. Anarretrat mpogoyy} 6tav Ta pApHaKa autd ouyxopnyouvtal pe Ty Tpafo-
o
AeSopévou 01t 1) Tpadodévn eivat évag oA aobeviiq avaoToAéag TG enavanpéoAnyng g vopadpe-
VaAIvIG kat Sev TPOOTIOle{ Trv aVTandkpion TG apmpLakrig Tieang oty Tupapiv, dev lval rubavéy va
SiarapayBei n unotaatkr) dpaom Twv napdpolwy He T youaveBidivn ouatav. Evioutolg, peNéTeq oe mel-
papatéwa deixvouv Ottn Tpaodovn Uropel va avaoTEAEL TIq eploodTEPE and Ti okeleq Spdaelq g
Khovidivng. Ze mepimrwon AAwv TUMwv QvTLNEPTAOIKOY PAPHAKWY, PENEL va An@Bel urdyn 1 meavo-
na evioyuong MG 3pdang, av kau Sev Exouv avapepBel kK\vikég GAMIAemOpaceis.
O1 averuBupnTes evépyeteq ropet va eivat ouxvéTepEg 6tav N Tpagod6vn ouyxopnynBei ke okeudopa-
Ta, Tou mepiexouv Hypericum perforatum.
e aobevelq mou ehdpBavav Tautéxpova Tpalodévn kat Bappapivn, UrMpEav avapopeq aAAay@V Tou
Xpovou TpoBpouBivng.
H tautéypovn xprion e Tpagoddvn pnopei va odnyroet oe au§npéva enineda dtyogivng kal pavutoivng
aTov 0p0. 2TOUG a0Beveq auTolg, ouvIoTATal N apakoAoUBnam Twv eMmEdwV aTov 0pod.
4.6 Kinon kai yahouyia
Kunan: AeSopéva yia ieploploévo api8d (<200) exteBeiéviv kurioewv nelpapatélwwy Seixvouv 6Tt
1) Tpagodovn ev aoke{ avemBunTeg evepyeleq oy Knan 1 oy yeia Tou euppdou / Tou veoyvol.
Mexpt onjpiepa, Sev undpyouv oeTika emuonjuooyikd Sedopéva. MeNETe mou €yvav Oe TelpapaTolwa
Bev katéoelEav emPAABELS evépyeleq ot KUnam, aTnv avartugn Tou euppuou 1) T HETAYEVETIKY avd-
Truén o BepameuTIkeS dO0ELq (EAéne Tapdypago mTS
Anarteftat mpoooyy katd T ouvtayoypapnan oe eykuoug yuvaikes. ‘Otav 1) Tpalodovn xpnotponoteitat
HEXPL TOV TOKETS, TQ VEOYEWITTA TIPEMEL v apakoAouBOUVTaL Y1a TUXGV EKBIAWON OUUITTWHATAY OuV-
SpOopIoU OTEPNANG.
©nlagudg: Mepopiopéva SeSopsva Beixvouv 6Tt 1) anékkpion TG TpaZodvng aTo avBpwIvo LITRIKO
yaha napatnpeitat oe xaunAd enineda, aMa Ta enimeda Tou evepyoU petaohitn Sev elvat yvwotd. Adyw
G EMeyng Sedopéviy, mpémet va AnBel a andpaon yia To av 8a ouvexioBet / Slakorel 0 Bnhaapog
1} Ba ouvexloBel /dlakorel 1) Bepanteia jie TPalod6vn, AauBdvovtag unoyn Tiq wPEAELES Tou BnAaciiou
yia To mawdl kat Ty wpéhela g Bepaneiag pe Tpaloddvn yia m yuvaika.
4.7 Emdpdoeig oy Ikavorry iynong Kai yeipiopou pnyaviv: H tpalod6wn aoket fira éwg LETpLa
enidpaon oy kavaTnTa 03nyYnong Kat XeIpIoHoU Hnxavav. EQLoTéTain npoooy) Twv aoBevev wote va
pnv odnyolv kat xgtpiZovral pnxaviuata wg 6tou va eivar BEBatot 6Tt dev emnpedZovrat ané v urvn-
Nia, mv kataotoAr, ) ZGAn, ouyyuTikY katdoTaon 1 Baur épaon.
4.8 AvemBupneg evépyeieg: Kard m Bepancia pe Tpagodovn 1 o€ mpwipo otddio petd m Slakorr mg
Bepaneiag €xouv avapepBel MEPOTATIKA QUTOKTOVIKOU (BEAOHOU KOl QUTOKTOVIKIG CUHMEPLPOPAG
(BAéme Mapaypago 4.4).
Ta napakdtw oupTTTGHaTA, OpIopEva and Ta oroia avagépovial ouxvA oe epiTtwon KatabAng, riou
Sev untoPdietal oe Bepanteia, €xouv eniong kataypapet oe aoBevelS, mou AapBavouv Bepaneia e Tpa-
{od6vn.




Kamyopia/Opyavikd
Zoor%g MeﬂRA

‘O yvwarr ouvénra (dey pmopei va
pe Baon Ta p IL

Aarapaxgg Tou aionomtikod
KQL TOU AEPIKOU OUOTIHATOG

Auokpaoia Tou ailiatog (nou oupnepapBavel
QKOKKIOKUTTapaIuia, BpojiBorevia, Nwowogia
Aeukomevia kat avaiuia).

AiaTapaxgg Tou avoooroinTKoU
OUOTNHATOQ

AMEPYIKEG QVTISPATEIG.

EvBoKpIVIKEG laTapaxeq

(vdpopio Arpbagopng Exkplong Tg
Avtidloupnikig Oppévng.

Almapué(ég TOU peTaBoNopoy
kaumng Bpeyng

Yrovarplaipia', andheia Bdpoug,
avope&ia, auEnpéwn Gpegn.

Wuyarpikég dlatapaxeq

AuTOKTOVIKGG 188QOLOG 1) QUTOKTOVIKEG GUMMEI-
(OPES’, OUYXUTIKN Kataotaon, almvia,
QnompOCAVATONOHOG, Havia, ayxos, VEupikomTa,
OiEyepon (MOA OTAVIA EMBEWOULEVN O
napakipnua), napahnentik 13€a, EMBETIKY
avtidpaon, YeudalobnoeLs, eQIANTES, yevenola
O} PEWWUEVN, GUVOPOLIO OTEPNONG.

Aarapaxgg Tou veupikol
OUOTNHATOG

SEPOTOVIVEQYIKO GUVOPOHO, OTIAOHOL,
VEUPOANTTIKO KakdnBeg auvopopo, {aAn, tyyog,
ke@ahahyia, umvnAia®, avnouyia, pewwpgvm
£Y0riyopan, Tpo0G, 6pacn Gaurt, diatapax Mg
LVIUNG, PUGKAGVOG, a0aaia g ekppaong,
napawodnoia, duatovia, alayn g yeuong.

{0B6vnG mapaTeTapévng arodECEUONG HETA Ao EQANag xoprynon Twv 75mg, 150mg kai Twv 300mg,
Kal [eTa aro enavetnupiévn xopriynon Twv 300mg (jia gopd kaBnuepvd péxpt va otabeporiomnBei n
Kkaraotaon)

H 360 Twv 75mg agopd uod dlokio Twv 150mg.

75 mg 150 mg 300 mg 300 mg
(single dose) (single dose) (single dose) (repeated dose)
¥ T
C(n gml) | 24714) 531 (143) 1179 (583) (Cn"é‘/?nL) 1812 (620)
AUC:.* AUG,..*
| (henglml) | 8658 (2833) | 16388 (5419) | 30083 (12522) | {hungiiml) | 29131(0981)
Toa®* 8,00 6,00 7,00 m* 8,00
() (2,00-30,0) (2,00-30,0) (2,00-14,0) (h) (3,00-16,0)

* mean (standard deviation); ** median (range)
Crae = maximum plasma concentration; Cu... = max plasma concentration at steady-state; AUC0-00 =
area under the curve from time 0 and extrapolated to infinity; AUC = area under the curve at steady-state;
T. = time to reach to maximum concentration

In-vitro EAETEQ OE pKpooWMaATa avBpwivou Tiatog deixvouv Tt n TpaZodovn petaBoAiletal Kuping
ané 1o Kutoxpwia P4503A4 (CYP3A4).
Metd mv mpwm xopriynon, n numepiodog {wrig g Tpatoddvng MapateTapéwng anodeopeuong eivat
Tepirnou avapeoa oe 10 kat 13 wpeg.

AvIKd Héva yia TV aoga

Kapdlakég diatapaxeq

Ku&&a};éq appud) liacgl(nou nagt}muﬁg’wouv
Kow\wakr} Taxukapdia oikny pimisiou, aigbnua
TIAAGV, TPWILES KOWAKES GUOTOAEG, Zedyn
EKTAKTOV KOIMAK@Y OUOTOAWV, KOLMGKT
Taxukapdia), Bpadukapdia, Taxukapdia,
avwpaieg Tou HKI (napdraon Tou QT)*

Ayyelakég dlatapaxeq

OpBooTarikr undrao, UNEPTaoT, GUYKOT.

Alarapaxgg ToU avanveuoTikoy
OUOTNHATOG, Tou Bwpaka Kat
Tou HeEgoBwpakiou

Pwiki} oupgdpnom, duorvola.

FaoTpevtepikeq dlatapayéq

vautia, éyietog, Enpoatoyia, dugkohidtnra,
Sidppoia, dyoreyia, oTopaxiko dAyog,
YQOTPEVTE(TI®A, QUENKEVN GlEAGpPOIC,
TIAPAAUTIKOG EINEDG.

Awarapaygg fnarog - XoAnpopwv

Amapa)é\éq ™G Nnarkig Aetroupyiag
(oupnepihapBavopévou iktepou Kat
TATOKUTTAPIKTG BAABNG)°, evdonmatiki
XohdaTaan.

Arapayés Tou déppatog
Kal TOU Urtodéplou LoToU

Egavenpia, knopég, unepidpwon.

Awarapaygg Tou HUOOKEAETIKOU,
GUOTN|IATOG KL TOU GUVBETIKOU
loToy

Mévog oe akpo, oopualyia, puakyia, apBpakyia.

Ogeia To&ixdmnTa: H LD, ™G and To otépa xopnyolpevng Tpagoddévng eivat 610 mglkg oe movtikous,
486 mg/kg o€ apoupaioug kat 560 mg/kg o€ Kouvehia. O averuBuLITeg evépyeles, mou mapatenenkav
1Tav KaTaoToNr, GIENOPPOLa, BAEPAPOTTWAT Kat KAOVIKOL OTIOGOL,

To&ikdmnra emaveiknupévwy 560ewv: MeAETeg unoxpoviag ToEikdmag diegynoav oe apoupaioug,
KOUVEN Ka aKGAoug Kat xpdviag TOEIGTTag e apoupaioug, okUAOUG kat érkous. Ot and Tou oTo-
Hatog 800€LS, Tou opnyrBnkav Kupaivovrav arno 15 éwg 450 mg/kg/niepa oe apoupaious, 15 &wg 100
mgrkg/mpépa oe kouvéNa, 3 €wg 100 mg/kg/nuépa oe okuAoug kat 20 ewg 80 mg/kgmuépa oe mbriKkoug.
e apoupaioug, 1) Beparteia MPOKAAETE UMEPTPOPIA TWV NIATOKUTTAPWV Kl A&{0 EVOOMAACHATIKG dikTuo
e enakdhouBn nratopeyahia. H evépyeia aut anoteAel arotéNeapa aviopoy anotovwong kat Sev
Hriopei va eppnveuBei wg nadohoyikd aupBdv. Eimiéov, Bavatmedpol d00eis emiong npokdeaay evép-
YEleg, o N3N mapamnpodvral o peENETeg oEeiag TogikoTTag. To oxeTikd eninedo NOEL (Eninedo oto
Onolo Aev Mapatpeitar Averugipnm Evépyela, No Observed Adverse Effect Level) ritav 30
mg/kgmpgpa. Ze kouvéNa, povo kataoTaATikeg Tou KNX evépyeteq mapampnBnkav e oxetikr) NOEL 50
mg/kg/nuépa. Ze oKGNOUG, T OUNTTGHATA, TToU TapatnpoUvTal 612 v oela dnAnmpiaon erdewwon-
Kav otav xopnyrénkav enavetnupéves 36oeig kat n oyetik NOEL rrav 10 mglkg/muépa. Ot miBnkot
QAVIKE va napouoiagouv peyahdTepn avBexTikomta and Toug okiMoug, kaBug napouaiacav pévo pap-
pakoduvapkeg diatapayes. H NOEL rrav 20 mgfkg/npépa.

Avamapaywyskij To&ikomra. Ze apoupaioug oe 50an 300 mg/kg/nuépa, dev mapatnprBnkav averueu-
JNTEg EVEPYEIES OTN YoviuoTnTa. MeAéTeg Tepatoyéveang oe apoupaiouq £3eiEav auEnueveg epppuo-
KTovoug eMBPATELS, HGVO 0e SOTELG, Ol OTOIE fTaV TOEKES YIa TOV 0PYavIoHd TG UNtépag (300-450
mg/kgHEpa). Ze KouvENa mapaTmerBnKav eHBPUOKTOVOL EVEPYEIE KAl OTIAVIA TIEPIOTATIKG OUYYEVAV
QVIUCAL@Y HOVO OE BOTELG, OL OTIOIES HTaV TOEIKES Yia T Untépa (210-450 mg/kg/nuépa). Qg mpog v
ENelYn duecwv emdpAoewy ato EUBPUO uVIYopoUV HEAETES TIOU aopoly TV diEheuan g Tpalo-
36vng amo Tov MAAKOUVTIaKO GpayHO 0€ APOUPAIOUG: IGVO AUENNTEEG OUYKEVIPWOELS TOU QUPHAKOU
napampiBnkav atov eyBEUIKO LOTO Kal TO AUVIaKO UyPO. Mepi- Kat PETa-YEVETIKEG HEAETEG O apoupai-
0ug £3EI§aV Helwpévn Hovo aUgnom Tou BAPOUS OWHATOG TwV KOUTABLWV 0E 300G, TTou urepéBatvav Ta

Aarapaygg Twv veppdv kattou | Atarapay€g ™g ol 3 3
oupor‘l)o&(nﬁ(ou o PAKES TS oopnens 30 mg/kg/nEpa.
Aarapaxgg Tou avanapaywykoU | Mpiamopdg’. 4

0UOTNUATOG KAl TOU HaOTOU

Tevikég dlatapayég kal kataotdoelq
MG 0300 xopriynang

Aduvayiia, oidnua, ypn@dn ouprTepaTa, Komwan,
BwPaKIKG GAYOG, UPETOG.

Mapakhivikég eEeTaoelg

AuEnuéva enineda NraTikwv eviipwy.

" 3¢ oUpMTWLATIKOUG a0BEVE(G, TIpENEL va mapakohouBe(tal To eNmed0 Uyp@V Kat NAEKTPOAUTAV

? BAéme mapdypaqo 4.4.

*H tpagodovn eival éva KaTaoTaTIKO avTaTaBAITTIKG Kat 1 uriviAia, TTou evioTe mapampeiTal katd Tiq

TIpWTEQ NUEPES TG Bepaneiag, ouviiBug eEagavileTat katd ™ ouvexion ™G Bepanelag.

* Mehéteg oe melpaparélwa €oel&av 61t n Tpalodovn eivat va MyoTepo kapdloToEikd pdppako ard ta

TPIKUKNKG QVTIKOTABAITTTIKG KaL, OUMPWVA [e KMVIKEG HENETEG, TO QGpHaKo priopel va elvat Niy6tepo

TuBavov va mpokahéoet kapdlakéq appublieq atov vBpwro. KAvikEQ HeNETeq ae aoBevelq pe mpoi-

Tidpyouoa kapdlondbela deixvouv 6T N Tpagodévn umopel va eivat appubloy6vog oe oplopiEvoug aoBe-

VEIQ OTO GUYKEKPIEVO TANBUOO.

° Znawia, €youv avapepBel avemBUpNTeS evepyeieq omy aTik Aetroupyia, eviote coBapés. Avmapa-

mMEnBolv 0L evEpYelES QUTEG, 1) TPAZ05OVN TpENet va JIaKOMEl auEaw,.

° BAene eniong napaypapo 4.4.

4.9 Ynepdooohoyia: Xapaktnplotikd To&ikdtnag: Ot ouyvéTepa avapepopieves aviBPAOELS OTnV Urep-

Sooohoyia rrav unvnhia, {aAn, vautia kat EpeTog. Ze coBapdTeEPES MEPITTWIOELS, MAPATNPHBNKAV KdHa,

Tayukapdia, unétaon), urovaplaluia, oTIAoOL Kat avamMVEUOTIKY) avendpkela. Ta kapdlakd oupmrapata

pnope( va nepiapBavouv Bpadukapdia, napdraon Tou BlaoTruatos QT kat koaki Taxukapdia diknv

)F:lﬂl§[0u. Ta OUUITHATA HMOPE( va apatEnBolV evidg 24 wpwv 1) IEPIOTGTEPO ETA TV UMEPS000-
0Yia.

YnepSoaohoyieg Tpalodévng oe uVSUAOHO e GAa avTIKATaBNITTKA MMTopE va POKAAETOUY OEPOTO-

VIVEPYIKO GUVSPOLIO.

Avtipetdmon: Aev undpyet e1dIKS avtidoto oty Tpagoddwn. To evdexopevo xpriong evepyol dvepaka

Tipénet va eEetaobel oe evijlikeg, mou EaBav mepioodtepa ané 1 g Tpaodowng n o€ naidia, ou Tripav

neplogdTepa and 150 mg Tpalodovng evog 1 dpa mpiv TV MPOCEAEUOT TOUG OTO YiaTpo. EvaAakTikg,

o€ eVIAIKEG, HMopel va e&eTaobel To evdexdpevo MAUONG aToudyou evidg 1 kpag and T Katdrnoar ev

Suvdyet aneinTikig yia m Jwr unepdogooyiag.

0 aoBevriq va napakohouBeitat emi TOUAAXLOTOV 6 wpeg HETA TV Katdroan (1) 12 Wpeg av éxet Aol

okevaopa dlatmpolpevng anodéopeuong). Na apakohoubeitat n Af, o apuypég kat n Kijlaka Kap-

jatog Maoképng (Glasgow Coma Scale, GCS) Av To eninedo TG GCS eival petwpiévo, va napakoou-

Beftal o kopeapdq ofuyovou Ze ouprmwpaTikodq aoBevelq, anarefrat mapakohoubnon g kapdlakrg

Aettoupyiag

Tla Ti§ HepovwpEvoug oUvTopoug onaopoUg dev anareital Bepanteia Na eAEyxeTe Toug ouyvoug fjnapa-

TETapEVoU omaopols e eviopAéPia xopriynon dlalendpng (0,1-0,3 mg/kg pdpoug owuatog) 1) Aopa-

Tendpung (4 mg og evijhika kat 0,05 mgjkg oe madi). Av Ta péTpa autd dev BEgouv und ENeyxo TIQ Kpi-

081G, HTiope( va ivat xpriown 1 evao@AgBia gyxuan pawutoivng. Xopnyriate ofuydvo Kat SiopBiate Ty

Slatapayy) mg ofeoBactkng Loopporiag Kat Tiq ua‘ru[io)\lkéz dlarapayeq onwg anareita.

2g meplrwor) unétaong kat unepBoAkriG KATaoToArG, 1 Bepameia TpENeL va efval QUUITWHATIKY Kat

unooTNPEIKTIKY. EQv erupével n coBapr unétaon, va eEETA0ETE TO EVIEXOHEVO Va XPNOILOMOIOETE VO~

TPOMA QAPLAK, TLY. VTomapiv 1} SoBoutapivn.

5. PAPMAKOAOTIKEZ IAIOTHTEZ

5.1 GappakoduvapIkeg 1516TTEG: YuxoavaATIKG, avTIKATaBNITTIKG.

Kwdikdg ATC: NOBAX05

H 1paZodow eivat éva napdywyo Tplagohonupidivng, 1) oroia eivar aroteAeopatir o Bepane(a Kata-

BNk Blatapayv, oupneptAapBavopEwng TG KataBhyng, mou oyeTiZeTal e yog kal SlaTapaxeg

Tou Unvou (kwdikdg ATC: NOBAX05) kat xapakmpiZetat ano Bpaxy xpoviko Sidotmpa AavBdvouaag dpd-

ong (nepinou piag epdopdda)

H Tpatoedovn eivia evag avactodéag TG enavanpdoAnyng oepotovivng kat aviaywviotrg Twv 5-HT2

UNodoXEWY, 1) EVEPYOOMaN Twv Omoiwv ouXVa CUOXETIZETAL e alnvia, dyxog, YuxokwvnTikr Siéyepan

Kkat aMayEq TG oetouahiknig Aeroupyiag.

Avtifiera and Ta GMa yuxotpéna eappaka, N Tpagod6vn dev avrevdeikvutal ot aoBeveig pe yAadkwpa

Kal SaTapaygg TOU OUPOTIOTIKOU GUGTAHATOS, SEV QOKE EEWMUPAMIBIKES EVEPYEIEG Kl DEV EVIOXUEL

™V adpevepyik dlapiBaon. Kueu’)g Bev aokel avTixoMvepyIK) pdam, 1 Tpagodovn dev aoKei TIG TUMIKEG

SPACEIG TWV TPIKUKAIKGV QVTIKATABMITTIKWV 0TIV Kap3LaKI AEroupyla.

5.2 dappakoKIvTIKEG 1816TNTEG: O MapakdTw Mivakag Selxvel TIq PaPHAKOKIITKES 1BI6TNTES TG Tpa-

13 7. In-vitro Jokuaoieq petalagloyéveong (oe Bakmnplakd kUttapa, oe kuttapa V77
KiveZikwv xayiotep, 0e KUTTAPA AepIULATOG TPWKTIKWY, OE XPWHOOWHIKES aAolwelg kuttdpwv CHO,
CHLAU kat avBp@ruvwyv AeHPOKUTTAPWY) Kat in vivo S0kipaoieg PETAANAEIOYEVENG (Hikporupriva movl-
K&V Kat avaAuam XpwHOOWHIKIG HETapAoNg 0 apoupaioug) dev KaTéSelEav evépyeleq HETAAaEOYEve-

an.

Kapkivoydvog duvardmmra. MeNéteg, Tou Sie€rixBnoav oe movrikoUg Kat apoupaioug, dev Katédetgav
duvard KIvSUVO OYKwV.

AvnyovikétnTa. H tpalodovn anodeixBnke 6Tt Sev aokel avttyoviki) Spdon.

Kapdioro&ikornra. Ot kapdlayyelakeg evépyeleg g Tpalodovng HeAeTiBnkav oe apoupaioug, vaika
Yopidia, gdteq Kat okUAoUG. To pdppako arodeixBnke 6Tt Sev aokoloe oxedOv Kauia Kap3loToEiK
Opdon kabuwg dev mpokaholoe alayn ata ixvn Tou HKT™ e 30oelg, ot onoieg dev mpokaholv undraan.
Evépyeieg oTig oppdve. Epdnag 5o0elq dvw Twv 20 mg/kg, ot oroieg xopnyrBnkav evionepirovaika
¢ Bnhukol apoupaioug mpokdAeoav fmia augnon mg rpohaktimg. H enidpaon aut eEapaviobnke
JeTd and xpdvia Xoprynan oe ouvdUAoHO e TPOR.

®appakeuTikij e&dprnon. Alo peNéteg, mou SiegrixBnoav ot apoupaioug anékheloav m duvatdmra o
(QAPUAKO VA TTPOKAAEL PAPHAKEUTIKI) EEGpTaM.

6. ®APMAKEYTIKEZ MAHPO®OPIEZ

6.1 Kardhoyog ekdoxwv

¢ TRITTICO 150 mg diokia: Muprjvag: Contramid granulated (pre-gelatinized modified starch),
Hypromellose, Silica Colloidal Anhydrous, Sodium Stearyl Fumarate. EmukdAuyn: Opadry Il yellow
(Polyvinyl Alcohol-part. hydrolyzed, Titanium Dioxide, Macrogol/Peg 3350, Talc, Iron Oxide Yellow, Iron
Oxide Red)

e TRITTICO 300 mg diokia: Muprvag: Contramid granulated (pre-gelatinized modified starch),
Hypromellose, Silica Colloidal Anhydrous, Sodium Stearyl Fumarate. ErukdAuyn: Opadry Il pink (Polyvinyl
Alcohol-part. hydrolyzed, Titanium Dioxide, Macrogol/Peg 3350, Talc, Iron Oxide Yellow, Iron Oxide Red)
6.2 AgupBarémnTeq: Aev epapudleTat.

6.3 Aidpkeia {wrig: 2 xpdvia

6.4 IBaiTepeq mpoguAGEEIG katd TV UAEN Tou TpoidvTog

To GaPUAKeUTIKG auTd Tipoidv dev arartel kapila Blattepn ouvBrikn GUAAENS.

6.5 UGN KaI CUGTATIKG TOU TEPIEKTN

TRITTICO 150 mg napatetapévng anodeapieuang erkakuppgva diokia: PVC-PVDC/AI blister, ou mepié-
xouv 10, 14, 20, 28, 30 diokia To Kabéva.

TRITTICO 300 mg mapatetapévng anodeapeuang emkaluppéva diokia: PVC-PVDC/AI blister, ou nepié-
Youv 10, 14, 20, 28, 30 Slokia To KaBéva.

Mriopel va Hnv Byouv o ayopd 6Aeg ot cuokeuaotes.

6.6 03nyieg xpriong / xeipiopou

Ta axpnotuoroinTa npoidvra fj andBANTa MPEMeL va anoppirrovTal CUHPWVA e TIG TOTIKEG anaITioelg.

7. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ
Angelini Pharma Hellas ABEE Mapaywyig & Epnopiag ®appdkwv
Axaiag 4 & Tpowlnviag, 14564 Nea Kngotd

8. APIOMOZ (APIOMOI) AAEIAZ KYKAO®OPIAZ
Trittico 150 mg: 94839/20-12-2016
Trittico 300 mg: 94840/20-12-2016

9. HMEPOMHNIA MPQTHZ EFKPIZHE /

BonBfiote va yivouv ta gdpyaka mo aogadh kar
Avagépete OAEE us avemBUpntes evépyetes

ANANEQZHE THE AAEIAS . 10 ORA a giara Wninpfzvvovm;smv KIPIHKT
20-12-2016 a0 Tafya AvemBintav Evepye tou EBvkad Opyavoyod Oapykan (E00)
T.: 2132040280, Fax: 2106549585, i tn xprion s Kitgins Kdptas
10. HMEPOMHNIA ANAGEQPHZHZ TOY BBy a1 o vooefiSatow EOO, Wkt g yia &tunn f iectponc oo
KEIMENOY 1 voiloKaid o ANGELINIPhama EMAL ABEE. Tnd. 4302106269200
ANGELINI PHARMA HELLAS ABEE
Axaiag 4 & Tpownviag, 154 64 N. Knplotd,

TnA.: 210 6269200, Fax: 210 8071688
E-mail: info@angelinipharma.gr
www.angelini.gr - www.angelinipharma.com
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