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Ie ouvepyaaia pe Ty A’ Mavermomakn Neupohoyikn Khvikn E.K.TLA.

HMEPIAA KEQAAAATIAL

XAIPETIXMOX

To 1atpeio ke@ahalyiag tng A’ Mavemotnuiakng Neupoloyikic Khvikrig E.K.MN.A. og cuvepyacia
pe TNV EN\nvikn Etaipia Kepalahyiag £xel Tn xapd Kat TNV TIPA Va 0ag TPOoKaAéoel oty «Huepida
Kegpalalyiag» To ZaBBato 13 OePfpouapiov 2016, oto mohuxwpo Gazarte, ABrva.

> komoG TNG Huepidag autnq eival va EUMAOUTIOOUIE TIC YVWOELG JAG KAl VO ATTOCAQNVICOUE armo-
pie¢ mou dnuoupyouvtal Mavw o€ Pacikd {ntrpata ¢ Sidyvwong Kat avTILETWITIONG TNG KEPO-
Aalyiac. Ymdpyouv véeg e€ehielc otnv Bepameia TNG Ke@alalyiag Kal €181KA 0TV nuIKpavia yia
TIG oTroieC emiong Ba evnuepwOoUE.

H Huepida sivat yia GAoug Toug e18IKEVOUEVOUC Kal EISIKEVEVOUG VEUPOAOYOUC KOBWG Kal yida Lo-
TPOUC ANV €ISIKOTATWY TTOU avTIPETWTTICOUV TNV KEPAAAAYia OUXVA OTNV £pYACIa TOUG, OTIWG
EMIONC PUXOAOYOUC, KOWVWVIKOUG AEITOUPYOUC, POITNTEC, KAl VOONAEUTIKO TIPOCWTTIKO TTOU €XEL KAl
TNV MPWTN ETAPN UE TOV ApPWOTO.

>TOX0C HAG €ival va TTAPOUCIACOUE Ta B€paTta e TN CUPMETOXN SIAKEKPIUEVWY CUVASENPWVY E

MEYAAN KAWVIKN gumelpia Kal a§loonuEiwTo EpeuvnTiKO €pyo amd Sidpopa latpeia Ke@alahyiag
™¢ ABrvag Kal eMoTNUOVWY Tou e€WTEPIKOU.

Me 181aitepn ektipnon

YmeUBuvn 1atpeiov Kepalalyiag Ek uépougtou A.5.
Atyivnteiov Noookopeiou ™G EAAnvikng Etaipeiag Kepaiadyiag
Evayyelia Kapapilou O mpoedpog

ARpog A. MnToiIkwoTtag

Kabnyntri¢ tng A’ MNavemotnuiakig
NeupoAoyikric Khivikng EKMA

lwavvng Eudokipidng




09.00-09.30
09.30-11.30

11.30-12.00
12.00-13.30

12.00-13.00

13.00-13.20

13.20-13.30

13.30-14.30

14.30-16.00

14.30-14.50

14.50-15.10

15.10-15.30

15.30-15.50

15.50-16.00

Y

Y ouvepyaoia pe myv A’ Mavemarnpiakn Neupohoyikn Khivikn E.K.M.A.

.\ HMEPIAA KEQANAATIAL

Evyypagec - Kagég
A’ TPOITYAO TPAMEZI

H nmpoaoéyyion tng Kepalalyiag amd tov KAvikd NeupoAdyo
Juvtoviotng E. KapapiCou

AladpacTiK Tapouasiacn MePIOTATIKWY (mpwTtomabol¢ kat deutepora-
BoU¢ Kepalalyiag) pe okomo TNy ekmaideuon oTnv mMpooéyylon acBevwv
pe KepahaAyia

Yxohaopoc: K. E. Kapayswpyiou

AldAelppa yla Kapé

B’ XTPOITYAO TPANEZI

Kegpalalyia amo katdxpnon @apudkwy — KAVIKR Sidyvwaon, Kpitripla,
aneikoévion

JuvTtoviotnG A. A. MntolkwoTtag

Brain changes in medication-overuse headache and their prognostic role
in patients' outcome
F. Riederer

Cognitive and psychological features in medication-overuse headache.
®. Xpnotidn

ZulAtnon
AlGAEPpa - Tevpa

" ETPOITYAO TPANEZI
Oepamneia KEQANAAYIWV
Yuvtoviotéc: I Fepoloukad - Kwatomavaywwtou, I. Eudokipidng

DapuakevTIKA avTipeTwmon Kepalahyiwv
M. BikeAnig

EmepBatikég Bepameiec & veupodiéyepon otnv Ke@ahahyia
X. ApBavitn

Oepaneia pe To€ivn alavtiaong
E. Avayvwotou

MoVOKAWVIKA aVTIOWHATA 0TNV NUIKPAVia
A. A. MnToIKWoTAG

TulAtnon
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OMIAHTEZ

Franz Riederer
Lecturer at University of Zurich, Switzerland

Evayyelog Avayvwotou
Ap. Neupohdyog, Emotnuovikog Zuvepydatng Neupoloyikric KAvikng, «Atyivritelo» Noocokouegio

Xpuoa ApBavitn
NevpoAoyog MD Phd, Emuehitpla A" EXY, B' NeupoAoyikr) Khwvikr E.K.M.A., Noookopeio
«ATTIKOV»

MuxanA BikeAg
NeupoAoyog MD Phd, Zuvepydtng A' Mavemotnuiakng Neupohoyikng KAVIKAG, «AlylviTEIO»
Noookopeio

Fewpyia lepolouka-Kwotomavayiwtou
KaBnyntpla latpikng ZxoAng E.K.M.A., AieuBovtpla B' Mavemotnuiakrg KAvikrig Avaiodnoilolo-
yiag MN.ENLA. «<ATTIKOV»

lwavvng Eudokipidng
OuodTipog Kabnyntric Neupoloyiag E.K.M.A., «Atywvritelo» Noookopeio

KAnpevtivn E. Kapayswpyiou
NeupoAdyog - Wuyiatpoc MD PhD, AleuBivtpia Neupoloyikng KAVIKAG, latpiko Kévipo ABnvwv

Evayyelia Kapapilou
Avam\npwtpta KaBnyritpia Neupoloyiag E.K.M.A., YieuBuvn atpeiou Kepahalyiag, «Atytviteio»
Noookopeio

ARpog A. MnToIKWGOTAG
NeupoAdyog, MD PhD, AteuBuvtrc Neupohoyikng KAvikic N.N.A., Mpdedpog EANNVIKAC
Etaipeiac Kepahahyiag, Mpoedpoc Eupwmaiknc Etaipgiag Kepahahyiag

dwTteviy Xpnotién
KAwviky Neupouxoloyog, Emotnuovikog Xuvepydtng, A' Mavemotnuiakn Nevpohoyikri KAvikn,
«Alywvrjtelo» Noookopeio




Na toug aocBeveic pe umotpomalovoa
SwaAeimovoa MoAAamAnl ZKAfpuvon

; ’ A X U 348 - Ktipio A, 17674, Kak\iBéq,

A SANOFI COMPANY 210 9001830/888, Fax 210-9944062, www.genzyme.com

H MepiAnyn XapaktneioTikwv Tou Mpoiévtog mep\apBAveTal 0TI TAPAKATW OENISEG Tou EVTUTTOU




—
Once-daily =

AUBAGIO

(teriflunomide) 15

NMEPIAHWH TN XAPAKTHPIETIKON TOY NPOIONTOX ) ) ) )
To gappako autd Tehel und oupmAnpwuatiki mapakohoUBnomn. Autd Ba emTpéyel Tov Tayy
TIPOOdIOPIONO VEWYV TIANPOQOPIOV A0QAAEINS. ZNTe(Tal ano Toug emayyeAuatieq Tou Topea
NG UYELOVOUKIG TepiBayng va avaggpouv € TBavOAOYOUHEVES Ounteg

sv%cyalsﬁ.BA.n(#)dx‘pa'ﬁo 4. ‘{‘IUTOVT 0710 ﬂvugopu QVETIBUUNTWV EVEPYELQV.

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ: AUBAGIO 14 mg erukaAuppgéva pe Aemto upévio diokia

2. TIOIOTIKH _KAI NOZOTIKH ZYNOEZH; KdBe erukahuppevo pe AEmto Upévio dlokio mepiexel 14 mg

TEPIPAOUVOHIONG. 'EKDOXO UE YVWOTES OPATEL KueeéwmomeémD m%umﬁncE(mq LovoUdpIKN). la tov

TIA)pN KATAAOYO TGV EKDOXWY, BA. Tlapdypago 6.1. 3. ®APMAKOTEXNIKH MOP®H: ErukaAuppévo g Aento

UREVLO OLoKi0 (Blokio). ETikaAuppeva e AEMTO UPEVIO OLOKIA, XpWHATOG AvOLXTOU gn)\s £wG yaradiou,

0XNHATOG MEVTAYWVOU, A.IE unmumﬂm (m‘, (a mAeupad («14») Kat yapaypgvo_to Aoyotutio g etaipeiag

0TV AAAY) Theupd. 4. KNINIKEE MAHPOOOPIES 4.1 BpameuTikeC £V sl‘gélc)i To AUBAGIO evdeikvutal yla

NV aywyn eVIAIK@Y aoBevwy pe unor{)omd(ouoa dlaAeimouoa noAAamn okAfipuvon (M2). (napakaAeiobe

va avatpeEete oty mapdypago 5.1 yia_onuaviikés mMANPoopieg yla Tov MANBUGHG 0TOV omoio 1

anoTeAeopaTIkdTnTa £XEL TEKUNPLWBE(). 4.2 Aogohoyia kai Tpomog xopnynong: H uv(ovrkr/lpznst va gekva

KaL va emBAEMETal amno atpo mou exel %m&l (@ 0TV QVTIHETOMION TG TOAAAMANG OKARpUVOTG.

AOOO)\O%IUZ H_ouviotopev 600&] 10U AUBAGIO eivat 14 mg drag nugpnmmg, Etdikoi_mAnfuopot:

(KlwEVOS TAnBuoos: To AUBAGIO mpémel va xpnotpoToLeitat e mpocoxn o€ acBeveig NAIKiag 65 £Tov

Kal Gve, AOYw pn €Mapkoy OEQOUEVWYV Yid TNV AOQAAEl Kat TNV GroTeAEopatikotnta. Negpikn

0OuoAeToupyia: Hmpooappoyn g d000Aoyiag dev eivat anapaitntn e A0BVE(S he nrua, PETpLa n copapn

vsoglkn UOAEToUpyia Tou Ogv uropaAlovtal ge myomieq o1. Ot aoBevelq pe_ooBapn_vepikn
dUOAELTOUpYia rou uroBdAAovTal o€ Qi pon dev agloAoynenkav. H tepig Jidn avrevdeikvutal

070 OUYKeKPIUEVO TIANBUOHG (BA. mapdypago 4.3). Hratikn 6uaAmag/pgza: Hipooappoyn g 00coAoyiag

dev elval anapait oe a0Bevel§ Le Hma Kat gsrplu NNatikn duoAEIToupyld. H TepLpAouVOLaN

avtevdelkvutal 0 a0Beveiq pe 00BapT MMATIKY) OUOAELTOY, Sta (BA. mapdypago, 4.3). [ladtarptkog
nAnBuouog: H aopahela kat 1 anoteheopatikétnra tou AUBAGIO ge maidia niikiag 10 €wg 18 etwv dev

£YOUV GKOUA TEKUNPIWBEL. Agv undpyel OXETIKT Xprian g Isplq:)\uuvoiu'énq o€ madld nAwiag and m

%EVVY]UH £WG HIKPOTEPA TV 10 ETOV YIa TV QVTILETATLON TNG MOAAAMANG OKANpuvanG. Agv undpxouv

1aBEotua dedopgva. Tpéro - Ta EMKAAUPPEVQ e AETTO ukawo 0L0KIa TpoopiCovTal yia and

TOU 0TOPATOG Xprion. Ta BLOKIA TIPETEL VA KaTamivovTal 0AokAnpa pe 10 pmopei va

i

) v (Yo vepd. To AUBAGI
Angem je 1| xwpis tpogn. 4.3 Avtevdeigelg: Yrepeualobnaia 0Tn dpactiki oudia i oe kdmolo and ta
£KOOX0 TTOU AVAQENOVTAL 0TIV TIapaypago 6.1. AcBeVe(S je oopapn nratikn duoAettoupyia (katnyopia G
Kata hlld-Pugh . EYKUEG yuvaikeg 1 Yuvaikes o€ avarapaywylkn nAkia, oL omoieg dev xpnotHoToouy
a&omoteg pebodoug avTioUAANYNC gtn dtdpkela g avmvgqﬂus TEPLPAOUVONIDN KAt HETA TNV OAOKATPWOT)
G, £p000V Ta ENiNedd G 0T0 MAdopa uriepBaivouv ta 0,02 mg/I (BA. mapdypago 4.6). H eykupoguvn
TIDETEL VA anoKAEOTEl Tipwv and v évapén g Bepaneiag (BA. mapdypago 4. SJ uvau(t:é Tou BnAdcouv
(BA. mapaypago 4.6). AcBeveis ue 00BapES KATAOTATELG QV T , TLY. AIDS. AoBeveig e
OnuavTiky OuoAeLtoupyla Tou pughoU TwV 00T@Y N coBapn avaiuia, AEuKoTevia, OUOETEP n
Opopporevia. AgBeve(S e uoBupr}\ evepyn Aolpwgn, us)s\pl auT va unoxmgnusl (B\. napdypago 4.4).
AcBeveis pe ooapn vegpikn GUOAEITOUpYia Tou UTtoBAAAovTal o€ aipokadapon, KaBwg dev undpyet
0laBEoiun €napkng KAWVIKY EUMELP Yid TN OUYKEKPIUEVD OUAda Q0BEVWV. Aueevsig ue oopapn
UTIOMPWTEVALWLA, TLY. VEQPWOIKO 0UVOPO0. 4.4 EISIKES IPOEIONOINOEIS KOl MPOQUAGEEIC KT TN Xpron:
MapakohouBnon: /ot v aywyn: Mpw v €vapén g aywyng pe v 1eplw)\puvcmﬁr'} r[gsnal va
atlohoyouvTal Ta akdhouBa: @ H aptnpiakn niegn e H apvotpavogepdon g akavivng (ALT/SGPT) e O
TIARPNG APIBHOS KUTTAPWY TOU aiHaTOS NEPIAyBAVOUEVOU TOU BLAYOPIKOU TUTIOU TWV AEUKOKUTTAPWY TOU
a{uatog Kat Tou apiBou awwoneTaAiwy. Kard tn odpketa rrAq aywyns: Kata m d1dpketa e aywyng je myv
Ieplm)\ouvouiﬁgngeml va agloAoyouvTal Ta akoAouBa: @ H aptplakn micon ® H auvotpaveeepdon me
ahavivng (ALT/SGPT) e H pétpnan tou mnpoug apiBuod KUTTapwV MPEMEL va paypatonoletat e paon ta
OTUEl KL Ta OUPTTOMATA (TLX. AOWWEELS) KaTd T OldPKELd Tl’]§ aywyns. Aladikaoia tayeia:
anoudkpuvong: H tepipAouvopion aropakpuvetat apyd ang to mAdopa. Xwpig kanoa diadikaoia tayeiag
anopdkpuvomng, anatroyvtal Kard geoo 0p0 8 UIVES WG 6TOU 1) GUYKEVTPWAT GTO MAGOHA va PBATELKATW
and 0,02 mg/I, av kat AGyw TwV d1apopomomaoewy HeTagl Twv acBevawy, n kdapon tng ouciag ang To

%Kul 2vx);\avovm. Mua dladikaoia Taxeiag anoydakpuvong, uopel va

LaKOTTH

TIAGOJa EVOEXETAL VA DLAPKEDEL Ew!
uotm:i Cl>\(ld naga onvem peta U]-l il gqamg Tspho)\ouvoujgng (BA., map@ypago 4.6 kat 5.2 ya
LA

£00
n‘g %ﬂﬁlKuOTlKéq Asmogépslsg). MATIKEQ €T apatmpnenke uu{noré TRV EMMEdWY TWV
NMATKGV eV{UPWY 0 a0BEVE(S Tlou Adupavav Tepiphouvopion (BA. mapdypago 4.8). AuTE ot augnoelg
€kONAWBNKAV KUP{WG EVTOG TOU PWTOU élﬁVOU G aywyng. Ta eNineda Twy NIatkey eV(UPLY TPEMELVA
agloAoyouvTal pwv and v €vapén g Bepaneiag pe 1epiphouvopion - kAe dUo eBOONAOES KaTd TOUG
TPWTOUS 6 pveg NG aywyfig kat 0T ouvéxela kabe 8 epdOPADES 1 Omwg evdeikvutal and ta
napatpoupueva KAWVIKG oiieia Kat GUUMT@HATA, OMwG avegRynTn vautia, %moq, KOLMAKO u)\\éog KOMWOT,
avopekla, (KTepog n/kat okoupoypwpa oupa. e aughoee e ALT (S °T) Petagu 2- kat 3-gopev Tou
QVWTENPOU GUALOAOYLKOU 0pioU, AouBnon mpéret va npaypatorote(tat epdopadiaia. H Bepaneia pe
TEPLPAOUVONIDN TIPEMEL va HLAKOTTETAL €AV UMAPXEL UTOY(A NIATIKNAG B)\dﬂrkc' TIPENEL va ggetalerat n
dlakor g Bepaneiag pe tepigAouvopidn edv emfepatwboUV auENUEVa ENIMEDA NIATIKOV sv(ugmuv (TIpég
ugnAdTEPES ard 3 gopeg 1o ULN). Ot aoBeveiq pe mpolndpxouoa Natiki vooo evOEXETal va dlatpexouy
HEYAAUTEPO  KIVOUVO EUQAVIONG QUENUEVWY  ETUMEDWV TWV NNATKGOV EVIUPWV 0Tav Aay| v
TEPLYAOUVOHI(ON KA TIPEMEL VA TIAPAKO TaL0TEVA Y10 TUXOV OMHEQ NTTATIKIG VOOOU. TO QaPUAKEUTIKG
TIPOIOV TPETEL VA XPNOIUOTIOLELTAL i TIPOOOXT) G A0BEVEIS, OL OMOLOL KATAVAAWVOUY HEYAAES TTOOOTNTEG
OVOTVEUATWOWY. AEGOUEVOU OTL N TEPLPAOUVONION dEUUEUETAL OE HEYANO BABUO 0TI MPWTEWVES Kal
KaBwg n dEopguon £€apTATALAMO TIC OUYKEVTPWOELS TNG AEUKWHATIVIG, OL N DETHEUNEVES OUYKEVTPWOELS
TEPLPAOUVOUIONG 0T0 MAGOpA avapgveTal va giva ul?%nuévsq 0¢ a0BEVEIQ e UToTpwTEIvalpia, TLY. 0E
TIEPUTTHOELS VEPPWOIKOU OUVDPOHOU. H TEPIPAOUVOLION dEV TIPETEL VA XPNOLUOTOLETAL OE AOBEVEIS IE
Kataotdoels ooPapng unonpwreivaipias. Aptnpwakn mieon: Katd Tn dldpkewd g uvwvn§ 3
TEPLPAOUVOIDN evoExeTal va mapatnpn@ei avgnon g apmplakng mieong (BA. mapaypago 4.8). H
apTNPLaKT TTiEon TPEMELVa EAEYXETALTPLV AN TV EvapEN TS aywyRg [ie TEPLYROUVOMION KAl TN QUVEXELD
ava TakTa dlagtripata. Téoo mpiv 600 Kat katd m dldpkeLa TG aywyng Pe TepLghouvopion, n augnon me
apTNPaKNG TUETNG TPETEL VA avnusmnigsml KatahAnAa, Aowwéels: H évapén g Bepareiag pe
Ispl*)\uuvcmﬁn Tipenel va KaBuaTepei oe aobeveiq pe oopapn evepyn AoipwEn, PEXPL TNV UTOXWPNOT TNG.
28 EAEYXOUEVEG LE EIKOVIKG OApUaKo PEAETEG, DEV IapatnPERBnKe algnon 1wV 00Bap@V AOLHWEEWY e TNV
TepLpA0UvopidN (BA. apdypago 4.8). laT600, 5EDOUEVNG TNG AVOCOTPOTOMOMTIKAG dpdong Tou AUBAGIO,
edv €vag uuezvncB sEmavwet uoBupr}\ Aotgw,&n, 60 mpénel va EETAOTEL TO EVOEXOEVO DIAKOMAG TNG
Oepaneiag pe AUBAGIO Kkat va agloAoynBouv ek vEou Ta 0QEAN_ EVAVTL TWV KIVOUVWV TPV amo TV
enavévapén e Bepareiag. Aoyw TNG MApaTETAUEVNS rBuuslag (WS, umopei va efetagtel N tayela
anopdkpuyan He T xopriynon xokeatupapivng 1y dvBpaka. Ot aoBevelq mou Aappavouv AUBAGIO mpénetva
KaB0dnynBolv wOTE va avaggouV TUY6V GUPTTTONATA AopwEewy o €vay 1aTpd. Ot aoBeveig pe evepyes
otele ﬁf(pdvteq AOWIGEELG OEV TIPETIEL VA EEKIVOUV aywynh ke AUBAGIO péxpt tv_umoywpnon ng
Aotpweng/twv Aopwgewv. H acpdAeta tou AUBAGIO ge dtopa e AavBdvouoa guuatiwon dev elval yvawoTn,
Kabag oTIg, K)\lVlKSQe HEAETEG OEV MPAYUATOMOONKE OUOTNUATIKG MPOCUUMTWHATIKOS EAEYXOG Yia
QUUATIWOT. STOUG A0BEVE(Q TOU £lval BETIKO( KATA TOV MIPOCUUMTWHATIKG aAevJéo EG QUUATWN, TIPETELVA
£0apuoleTal N KablepwpEVN 1ATPIKT TIPAKTIKA TpLy and In Beparteia pe AUBAGIO. Avtidpacelc amo 1o
QVanveuoTikd auotnua: Aev uvuq;éper]LKuv neplnmomg 6luusoréq nveupovonddelag (ILD) 0TIG KAVIKES
OKLIEG JIE TEPIOAOUVOpiON. QaTé00, N ILD mou eivat pa duvnTikd Bavatngdpog diatapayx, ExeL avagepBet
Katd 1 O1GpKELD NG aAywyng He Aonuvpu[ﬁn, M Untpikn ouoia. HILD evdexeTat va oUpBel 0Ewg Katd T
dldpkela NG Beparteiag o Kivouvog eivat auEnuevog oe aoBeveis, ot orolol eixav 0TopIkG_ILD dtav
QVTLHETOIOTNKAY e AEQAOUVONION. MVEUPOVIKG OUPTTGHATA, OMWG eMmipovog Brixag kat duoTvola,
eVOEYXETAL VA AMOTEAEOOUV aITial DlAKOTG TG BEPAMEIS Kal MepaITEPW OLEPELVONG, OMWG elval
KkatdAAnAo. Aiatoloyikeq emodpdoels: ‘Exel mapatnpnBel pa péon peiwon Atyotepo amo 15% and m
PETPNOT €vapEng TOU EMNPEG(EL TV APIBUO TwV AeukokuTtdpwyv (BX. Tapdypago 4.8). Og pétpo
TipoQUAGENG, TIpLY arno Ty evapén mg\uvmynq e AUBAGIO mp€met va unapyet d1aBEatn mpooeatn yevikn
sga'mon Q{latog, 0NV 01oia va MepIAaUBAVETaL AEUKOKUTTAPIKOG TUTOG KAl aplBudg aiiomeTaAlwy katva
DlEvepYOUVTaL YEVIKEG EEETAOELG alPaTOC katd 1) dldpkela TG Bepaneiag pe AUBAGIO, 0nwg evdeikvuta
aro Ta KAWVIKG OMpEia Kat oupnTwpata (. AeEELS). 0 Kivouvog eRpaviong atuatoAoyIKe 0latapaymy
e{val auEnuevog oe aoBeveig e mpoundpxouoa avaijia, Asukomevia n/kat Bpopporevia, kaBwg Kai ge
a0BgVe(G le OUOAEITOUPY(Q TOU PUEAOU TWV 0OTWV 1} e K(VOUVO KATAOTOANG TOU HUEAOU TwV 00TWV. Edv
epQavIOTolV TETOlEG EMOPAOELS, Ba Tpémel va e%smum' n ewupgovﬂ g Owdikaoiag taxelag
anopudkpuvang (BA. mapandvew) yla m HEwon TV ETUMEOWY TEPIPAOUVOLIONG 0T0 MAAOUA. 2€ TIEPUTTWOELS
uogapu’w QUATOAQYIKWY QVTIOPATEWY, CUNMEPIAAPBAVOUEVNS TG TAVKUTTAPOTEVIAg, MPEMEL va dlaKoTel
1 Bepaneia pe AUBAGIO kat AWV HUEAOKATAOTAATIKWY QYWYWV KAl VA EEETAOTEL | €pAPHOY LA
1 Tayeiag, VOnG TNG TePIPAOUVOHIONG. AepUATIKEC avTIdPAOELS: ‘Exouv avagepBet
00BAPEG  BEPUATIKES  QVTIOPAOEIS |E TEPIQAOUVOIBN HeTd_ TV _kukAoopld 10U QUPHAKOU
(oupmepiAappdvetat 10 6UVOPOUO Stevens-Johnson Kat 1 TOgIKM EMUOEPHIKT VEKPO uvory‘ Ze a0BEVElS oY
QVTIHETWITIOTNKAY Pe Aehouvopidn, T unglKn ougia g rskltp)\ouvoulénq, avageponkav eniong_moAu
OMAVIEQ EPIMTWOELS DAPPAKEUTIKNG AV pauncge HwaowvoiAia kat ZuoTnpAaTIKA 2UPTTORATa (0UVOPOL0
DRESS). H xopriynon tepioAouvopidng MpEmeL va 01akonTeTal o€ MEPIMTwon EAKWOUS aTopatitidag. Eav
napatnpndolv avtidpdoels 0To_0EPpa N/kal Toug BAEVVOYGVOUG, oL omoieg BETouV uoyia yla 00Bapsg
YEVIKEUPEVEG DEPUATIKEG GVII%)UOEIQ (0Uvdpopo Stevens-Johnson 1 TOEIKT emdEPULKT) VEKPOAUDT-
oUvopopo Lyell), n Tepiphouvopidn kat orotadnmnote AAAN mubavov oxeTi(Ouevn aywym MPENeL va olakomel
Kat va apyioet aueoa pia dladikadia Taxeiag amopdkpuvone. Se aUTES TIS MEPITTWOELS 0L A0BeVelS dev

TIPEMEL VA EMAVEKTEBOUV 0NV TEPIPAOUVOL(DN (BA. Mapdypago 4,3;\.vﬂs LQEPLKN _veuponadeta: “Eyouv
avagepBel MePIMTROELS TG VEUpo 0¢ a0BeVE(Q Tou AdpBavav }XUEZFG& BA. mapaypago
4.8). 2T0UG NMEPIOOOTEPOUS AOBEVELS ONUEWDBNKE BeATiwon petd T dlakomr Tou AUBAGIO. (otéao, urmp%s

1110 EUPELA TIOIKIAOHOP@Ia 0TO TEAIKD AMOTEAETA, ONA. 0€ KATIOLOUG quﬂsvmc}\n VEUPOTIABELD UTIOXWPNOE Kal
Kdrotol aoBeveig eiyav emipova oupntwpata. Eav évag aoBeviiq mou AapBdver AUBAGIO eugavioet
n ] zgsmtm: T0 €V EVO DLAKOMNG TNG e AUBAGIO kat

=S
)

avouv

swup}lovng e dadikaoiag tayeiag a 1G. EuBoAiaopdg: Avo KAIKEG PEAETEG £DELEQV OTL OL
eP! 0 e pn evepy I VEOQVTLYOVA (MPWT0G €UBOALAONGS) 1) pE uvugvammd avtyova
(enavexBean) fTav ao 'IIXE[Q KaLanoTeAeopatikoi katd m didpkela g Bepaneiag pe AUBAGIO. H xprion twv
££a0Bevnugvwy epBoAiwv evexel Kivouvo AoiuwEng kat yia autd to Adyo Ba mpgrnel va anogeuyetat.
AVO0OKATAOTATIKE: QVOOOTPOMOTIOINTIKEG Bepaneieq: AedOPEVOU OTL 1 AeQAOUVOp(ON aMOTEAE( T
HNTPIKR 0UGTA TG TEPIPAOUVOHIONG, D€ OUVIOTATAL N OUYXOPHYNON TEPIPAOUVORLONG [ie AeQAOUVORION.

uuvxqpnvnor} %s ayTIVEOAQOUATIKES 1) AVOOOKATAOTAATIKEG Beparteleq mou xpnalyomolotviat yia {gv
aywyn g M2 oev €xet aglohoyndei. Katd m dlGpkela PEAETOV a0PAAELaS, OTIC OTOIES N TEPLPAOUVOHIDN
XOPNYNBNKE TauTéxpova e yTepeepovn B 1) OEIKY YAQTIpAUEPN Yid DAOTNHA EVOG ETOUG, BEV TIPOEKUYAV
OUYKeEKPLIEVA (NTHATa a0pdAElag, aAAd apatnpn qxs UYNAGTEPN OUXVETNTA QVETUBUUNTWY QVTIOPATEWY
0g 0UYKPLOT) JIE T LIOVOBEPaNEa TepIpAOUVOHIONG. QKpO);\DUVJU uugu)\slu QUTGV TV 0UVOUAOUWY 0TIV
aywyn g MOANAMANG okAfpuvong 0ev €xel TekunplwBel. ANayn g Bepareiag and 1) o AUBAGIO: Bdoet
TOV KAWVIK@OV OEDOUEVWV OXETIKA JIE TV TAUTOXPOVI) XOPNYNON TEPIPAOUVOHIONG HE VTEPPENC  0EIKT)
yAatipapgpn, dev anatre(tal mepiodog avapovng Katd Ty evapgn g TepIPAOUVOLIBNG PETE aro Xoprynal
WTEPPEPOVNG B 1 OEIKNAG YAATIPAUEPNG, 1) KATA TNV £VAPEN TNG WTEPPENOVNG B 1) OEIKNG YAQTIDAUEPTG, HET
and TepipAouvopidn. Adyw Tou peydAou xpovou nuioelas Cwng TH%VGTGAI(OUUGUHE@ eVOEXETALVA ngom]wet
murdxpuvrg{éxﬂsun KL, OUVETIWG, TAUTOXPOVES AVOTOAOYIKES ETIL 3 X] HNVEQ UETA TN OlaKoT

AOELS EWG KAl
g vatahiGoupdyrng, doov 10 AUBAGIO dpxioe apéows petd. Enopéveg, anattettat ouo%r]/u)\)\uvn
ano vatahoupapnn oe AUBAGIO. Baoel TG npioglag (wng g QWYKOA6dNG, Xpelaletat oldatua
€B00UAdWY XWP(S BENATTELD TIPOKEILEVOU Va ennau&ﬂsl kaBapon amno v kukAogopia kat 1epiodog 1 £wg 2
UNVOV_TIDOKEWIEVOU Ta AEUPOKUTTAPA VA €MAVEABOUV OE QUOLOAOYIKEG TIHEQ gera T OlaKomn g
QWykoh60nG. H €vapen xopnynang tou AUBAGIO p€oa g autd To xpoviko 51GoTnja Ba €Xel we anoTeAeapa
TNV Tautoxpovn €kBeaT 0T QVYKOAADN. AUTO eVOEXETAL Va 00Nynoel 0g_aBPOIOTIKY emidpaon oTo
avogomouTIke oUOTNHA Kal, EMOPEVWG, EVDE(kvUTAL PodoXT. Z& aoBeveiq pe M2, n didpean TN ty,, nrav
Tepimou 1 W%{m%usm and enavahapBavopeveg d00elq Twv 14 mg. Edv AneBei n andeagn va dlakonei n
ayoyn pe AUBAGIO, péoa oe didotnua 5 nuioeiwy (wwv (epirou 3,5 UVES, av kat evOExeTal va eivat
uaéu)\utspo 0€ 0] lugevoug aoBeveig), n évapen AAAwv Bepanelwv Ba Exel G AMOTEAETHA TNV TAUTOXpoVY
€k0ean 010 AUBAGIO. AuTO evoéyetal va 0dnynaet o€ aBpoLaTiki eN(dpaon 6T avooornoinTiko UCTNHA Kal,
eMopEVWG, evdelkvutal mpoooyn. Aaktoln: Aedopévou 0Tt Ta dlokia AUBAGIO mepiéxouv Aaktoln, ot
aoBeveig pe ondvia KM]DOVOkllKCl PO guum oduoavetiag ot yahaktoln, EAAEWYn Aaktaong Lapp 1 kak
anoppoQnoT YAUKOING- YAAGKTOCNG D€V TPETEL VA MAPOUV QUTO TO (QUPUAKEUTIKO TIDOIOV. 4.
AM aoeIg pe dAha a d mpoiovTa Kal GAAES uw)lpé; aAAnAemidpaons: OapUAKOKITIKEG
AAnAerudpAoels  GAAWY _0UOLQV pe TNV_TEPIOAOUVON(ON, H kUpla 000G BIOHETAOXNHATIONOU TNG
TEPLPAOUVOUIONG &ival 1 UDPOAUON, e deuTepetouod 000 v 0Eeidwan. loxupol Enaywyeiq Ttou
KuToxpwpatog P450 (CYP) kat twv petagopéwv: H quvxopnvgua £navaAauBavopevwy d00ewv ﬁﬁ' 0 mg dnag
NUEPNOIWG Yia 22 NUEPES) PLPapTIkivig (emaywygag Twv CYP2B6, 2C8, 2C9, 2C19, 3A), KabBwg kat evog
EMAYWYEQ TWV UETAPOPEWV EKPONG P-yAukompweivn [P-gp] Kat MpWTElvn avioTaong 0Tov Kapkivo Tou
uagtou [BCRP], o€ ouvouaouo e Tapléu)\ouvoplén (70 mg epdnag Bdun{ &Y€ WG AMOTEAEONA TN HEIWAT TNG
£kBe0NG TNV TEPIPAOUVOLION Katd 40% repimou. H pioaprkivn kat AANOL yVwOTol loYupoi ENAywyelq Tou
KUTOXpWHATOG CYP kal ENaywyei ueTagopewy, Onwg 1 kappapacemivn, 1 ¢avopapBraAn, n gavutoivn kau
T0 UNEPIKO (Bahoapo St. John), TpEmeL va xpnopornoouvTal e ngouoxr] Katd T OldpKela TG aywyng pe
£PIQA (0n. XoAeatupauivn 1. evepy UEVOS AvBpakas: 2uvioTatal ot acBevelq mou Aappavouv
nplgp)\ouvog\tﬁn Va v QVTIEETOTICOVTAL BEPAMEVTIKA Ue XOAEOTUPANIVN T EVEPYOTIOMUEVO vBpaKa, DLOTL
QUTO TIPOKAAE( TAYE(T KAl OMHAVTIKT [EWOT TNG GUYKEVTPWOTG 0TO TAAOKA, EKTOG €AV EMUBIOKETAL Taxe(a
anopdkpuvan. Matevetat 6Tt 0 pnxaviop6s apopd ot dLakor g EVIEPONTATIKNG uvaKu'KAuxm}\Q n/karotn
YAOTPEVIEPIKT] DlaTdUOT NG TEPIPAOUVOLIIONG. DAPUAKOKIVITIKEG AAANAETUOPATEIS TNG TENIPAOUVOUID
e GANEC 0UOLES: ENiOpaon TG TePIPAOUVOLIONG OTO UMOOTOWUA TOU 208. penayAwvion Znuelwbnke
aUEnon g HENg Cpy, kat TG p€ang AUC Tng pemayhvidng (katd 1,7 gopég kat 2,4 popeg, aviotolxa),
£nelta arno enava uu%uvo EVEG 000ELS TEPIPAOUVOLIDNG, YEYOVOQ TIOU UMOBNAGVEL GTL 1) TEPIPAOUVOIDN
elvat avaotoAéag Tou CYP2C8 in vivo, EMOUEVWG, Ta QAPUAKEUTIKG TIpOT0vTa mou petapoAicovtar and o GY-
P2C8, 6rwg n pemayAw(on, n nakAtaggAn, n moyAracévn in pomghra(ovn, TIPETEL VA XPNOIHOTIOLOUVTAL e
TIPOOOXT KaTa TN dldpKela Irg; aywyng e Tepiphouvopion. Enidpaan e tepipAouvoulons oto and Tou
0T0pato avitouAAnmko: 0,03 mg aibvuAotatpadiodr kai 0,15 mg AeBovopyeotpeAn: Yinpge avgnan me
uéuné Crrax KQLTNG pEONG AUC,., TG a1BIvuA010TPadIOANG (katd 1,58 kat 1,54 gopd, avtioTolxa) kaBwg kat
G Cpae kAl G AUCy NG Xsﬂovopvsqrps)\nﬁ (kata 1,33 kat 1,41 gopd, avtigtola) €merta amng
enavaappavopeves d00elq TeplpAouvopidng. Mapd 1o vevovog 0T aut n_aAAnAenidpaon ng
TEPIPAOUVOH(ONG DEV QVAUEVETAL VA EMNPEATEL HUOH TV aMoTEAEOUATIKGTNTA TWV AT TOU 0TOPATOS
QVTIOUAANTTTIKWY, Ba Tip€Ttel va AappaveTat unéyn otav emAEyeTal f mpocappoletat n Bepaneia Twv and tou
0TOMATOG AVTIOUAANTTIKGV Tou xpnmgonomuvml 0€ OUVOUAONG e TNV TEPLPAOUVOLIdN. Entiopaon Tne
TepipAouvopuiong oto unéotpwua tou CYPTA2: kapeivn: Ot enavahaupavépeves d00ELS TE| lw)\ouvo%ﬁng
enepepay peiwan mg peang Cpyy kat g péang AUC g Kaq)s”wn% UNOOTPWHA TOU CYP1A2€ Katd 18% kat
55%, QVTIgTOLYa, YEYOVOG TIOU UTOONAGVEL GTLT) TEPIAOUVOULON EVOEXETAL VA Elval ugeev%ana WYEAg TOU
CYP1A2 in vivo. ETIOPEVG, TA QAPUAKEUTIKA TIpOIdvTa Tou petaBoAifovtat amé to CYP1A Yonmg n
douogetivn, N akogeTpOVT, 1) BE0QUAAIVN KaL N TILAVIDIVN) TPEMEL VA XPNOIHOTIOLOUVTAL JIE TIPOTOXT KATA T
OAPKELQ TNG AYWYNG HE TEPPAOUVOLION, QOU UITOPEI va 0ONYNOEL U He(wOn TG AMOTEAEOUATIKOTITAG
QUTOY Twv TIPOIOVIWV. Emidpacn ¢ TepIPA s ot B 0 O & \appavopeves
Tepphouvopiong Oev eixav kapia emidpaon oTn QAPHAKOKIVITIKY mé S-[Avy)%uplvnq, YEYOVGG TOU
UTodEIKVUEL 0TLT) TEPIPAOUVOUIDN Bev elval avaoToAeag i enaywygag toy CYP2C9. Natéoo, mapatnpnenke
pelwon katd 25% g PEYoTg TpAG TG dleBvoug opaomompevng oxéong (INR) dtav n tepipAouvopidn
ouyYopnynbnke e Bapgapivi_oe oUykplon pe T PBapeapivn povo. EMopevwg, otav E Bapeapivn
OUYYOPNYE(TaL e TepLpAouvop(dn, ouviotdrat aTevi) apakoouBnan kat EAeyxog Tou INR. Emidpaon tme
TEPIPAOUVOLIONS OTA UMOOTOWLIATA TOU ETAPOPEQ 0pYaVIKWY avioviwv 3 (OAT3): Yrpge augnan tng Heong
C. G ueang AUC TG KeakAdpng &arut43m;t54wopa‘ QVTioTOLX ) EMELTA aTi0 ETava, ugEavqusysq
6308[( TEPLYAOUVOHIDNG, YEYOVOG TIOU UTIOONAWVEL OTL N TEPLAOUVONION £vat avagToAEag Tou OATS in vivo.
v

Enopévwg, ouviotatat npmm)iq' aTav 1 TEPLPAOUVOLIDN oUYXopNYEiTal He umooTpwpata tou OAT3, onwg n
KEQAKAGPT, 1 BEVCUAOTIEVIKIAALVY, 1 OMPOPAOEATIVN, ) WVOOPEBAKIVT, T KETOTPOYAIVT, N POUPOTELIDN, |
oeTdivn, n pebotpegatn, n (16oBoudivn. Enidpaon mg regm;}louvoul 1]5 01a urtooTpaara g BCRP njkatl
TWV MOAUNENTIONWY (IETaQOPAS opyavikwv avioviwy B1 kat B3 (OATP1B1/B3): YrnpEe augnan g HEONG Cpay
kau e peong AUC_ tng pooouBactativng (katd 2,65 kat 2,51 @op€g, QvioTolxa) €metta amo
€MAvVaAauBavopeveg dO0ELS TepLpAoUVOpIdNG. NaTo00, dev unuslwer”(e £KOI )\r]rsmﬁpuon autng g
augnong te pocoupacTarivng ato n)\arﬂm 01 dpdon g avaywydong HMG-CoA. Tia T pooouBastarivn,
ouviotatat pefwon g ddong katd 50% O MEPMTwOT OUYXOPAYNANG pe TepipAouvopidn. Ma diAa
UTOOTPWHATA NG my. peBotpetdtn, _Tomotekdvn, couhpacahadivn, Baouvcpuugnml’vn,
D0EOPOULTIIKIVY) KaL TNG OlkoYEVelag Twv OATP, edika Twv avaotoAéwv g avaywydong HMG-Co (ry.
owpaotarivy, atoppactarivn, npaactarivn, peBotpefdn, vateyAwidn, pemayAwidn, pLpaumikivn), n
aUTOYPOVI) XOPRYNON TEPIPROUVORIONG TPETIEL ETIONC VA YiveTal e mpodoxn. O aoBeve(s npémel va
TIapaKoAouBOUVTAL OTEVA YId OTUEIT KAL OUTTGHATA UNEPBOAIKTG EKBEONC 0TA PAPUAKEUTIKA TTPOIGVTA KA
va eEeTdtetal n pelwon e d00NG TwWV QAPUAKEUTIKWY QUTWV Tipoioviwy. 4.6 TovipéTnTa, Kunon kai
yahouyia: Xg%'o[i 0g Avopeg: O Kivouvog euBpuOTOEIKATNTAG 0QEIAGLEVNG 0TOV Avdpa AGYw TNG aywyns pe
TepipAouvopidn Bewpeitat xaunAdg (BA. mapaypago 5.3). E%KU 1o00vn: Etva HEpLOpng.léVll 1a dedopiEva ang
™ XpNon NG TEPIPAOUVOLIONG 0TI EYKUEG )Luvuikaq. EAETEC 08 (Wa £Youv DelEel avanapaywykn
T08IKOTTA (la)\ 53).H A va poKaAEOEL 00BAPES OUYYEVEIS aVwaL ‘s)\q

0Tav_xopnye(tat Katd T dldpKela g KUnang. 'H,Tepuphouvomﬁn QVTEVOEKVUTAL KaTd TV KUnan
napaypago 4.3). OLyuvaikeg o€ avanapaywylkn NALKia pEmeL va xpnatuomnolodv anoTeAeopaTikég HeBodoug
QVTIOUAATYNG KTa TN DLAPKELD KAL ETA TNV QYWYT], EPO00V Ta ETUMEDA CUYKEVTPWOT)G TNG TEPIYAOUVOHIONG
0710 A@opa etvat ndve and ta 0,02 mg/I. 210 d1d0TNa QUTO, 0L YUVAKES TPETIELVA OUNTOUV LE TO Bepdrtovia
1aTp0 TUXOV TIPOBETELS dlakomng 1) aAAayng NG ueBGdou aviioUAANYNG mou xpnatuorolody. H aoBevig
TIPEMELVA TANPOQOPELTAL OTL, O€ TIENITTWON KABUCTEPNONG TNG EUUAVOU PUONG T 00LA0dNATIOTE GAANG attiag
TI0U EYEIPEL UTIOYIEG EYKUPOOUVNG, TIPEMEL va EVNUEPWVETAL GUEDT O LATPOS, TTPOKEIIEVOU Va DIEVEPYNOEL
£E£TA0T £YKUIOOUVNG, Kat £GV eival BETIKY, 0 1aTPOG KaL T A0BEVIG PEMEL VA GUCNTAGOUY TOUS KIYOUVOUG Yia
™V KONon. H Taxeia Jeiwon Twv emmédwy TEpIPAOUVOHIONG 0T Aiia HECW TNG EQAPHOYNS TN Sladikaciag
TU§SIUQ anopakpuvong Tou MepLypageTal napakatw, Katd Ty mpwtn kabuaTepnan Tng epnvou puang,
EVOEXETAL VA HELWOEL TOV KIVOUVO Y1a T0 EUBPUO. 2TIG YUVAIKEG TTOU AauBAvouv aywyn Ue TEPLPAOUVONION, O
0ro(EQ €MIBULIOUV Va TEKVOTIOOOUVY, 1) ANy TOU QAPHIAKOU TPETEL VA DIAKOTITETAL KL 0UVIOTATAL v YIVELT)
dladikagia taxelag anopdkpuvong yla v taxiTepn PHEiwoN G OUYKEVIPWONG TG 0U0iag O€ eMineda KATw
v 0,02 mgﬁ\ (ﬁ)\. napakdtw): Edv Oev £gapuooTel dladikaoia taxeiag amopdkpuvong, Ta emimeda
TEPIYAOUYOpIONG 0To MAdopa avapévetal va unigpaivouv ta 0,02 mg/l yla p€oo O1aoTrpa 8 Pvav, woTogo,
08 0LOLEVOUG A0BEVE(S HTOPEi va analtouvTar EWG Kat 2 XpOvLa yia Tn HEwen TG OUYKEVTPWONG TG ouoiag
070 MAOpa 0€ EMiMeda KAtw Twv 0,02 mg/l. TUVETWG, 0L GUYKEVIPWOELS TEPIPAOUVOL(ONG 0TO TAdOHA
TIPEMEL VA PEeTpnBouV mpwv 1 yuvalka EEKWNOEL TIC MPooTABeleS Yia emiTeudn eykupooivng. Apou
Lo TWBE 6TLT OUYKEVTPWOT) TEPLPAOUVOLIBNG 0TO MAdOpa eival kAT Twv 0,02 mg/l, 0 EAEYX0G MPETEL va
enavaineBei uetd and eAax1oto didotnua 14 nuep@v. EQv katoTiq 000 HETPROEIgn uuxkévrpmqn 070 MAdOpa
ivatkatw Ty 0,02 mg/I, eV avau£vetal kivouvog yia 10 £uBpuo. Na MepLoaoTePES MANPOYOPIES OXETIKA LE
v e&€1aon delypdtwy, aneuBuvBeite atov Katoxo g Adelag KukAogopiag 1 ToV TOMIKG avTINpO0wrio Tou
. Tlapdypago 7). A {a Taxeiag, puvong Metd T Olakomn g aywyng He TePLPAOUVOpIDN:

© yoheoTtupayivn 8 g yopnyeitat gupeq NHePNoiwg yia dldotnua 11 nuepwy 1j XoAeoTupapivn 4 g, Tpelg
QOPEG TNV NYIEPA, GV 1) OOON TwV 8 g, TPEIS POPE TNV NYEPQ, OEV (VL KAAWG AVEKT, ® eVAAAOKTIKA,
Xopnyeitat 50 g nomug KOVIG EVEQYOTIOIMUEVOU avBpaka kabe 12 peg yia dldotnua 11 nuepwv. QoT6o0,
ave&aptnta ano 1 dladikaoia tayeiag ﬂTIOuliKRUVUI]Q Tiou Ba epappoaTel, Ba MPEMEL 0T oUVEXELA va Yivel
€MBERAIWON e DUO XWPLOTES EEETATELS e EAGXIOTO PeT0dIA0TNUA 14 NUEP®Y, EVE aTaITETaL TTEPI0DOG
avapovng eVAWLON Unva ané Ty np@Tn HETPNOT OUYKEVIPWONG TG 0uaiag katw twv 0,02 mg/l wg T
Yovijionoinon. T600 1 XOAE0TUPapIVY 600 Kal 1) KOVIG EVEPYOTIOMUEVOU AvBpaKa EVOEYETAL Va EMNPEGoouV
NV arnoppopoT 0L0TPOYOVWY Kdl POYEATAYOVWY, [ie ANOTEAETHA va Unv eEa0QaAiCeTal 1 aglomioTia Twv
ang ToU OTOMATOC QVTIOUANTIKGY Katd TN dldpkel G | Tayeiaq anopdkpuvong e
OAETTUPAMIVT 1) KOVL svspvonm%uevou AvBpaka. ZuvioTatain xpron eVAAAGKTIKOV HeBOdWY avTIoUAANYNG.

a

Aaopog: MeAeteq oe (wa £deléay GHéKKpqu\THQ TEPIPAOUVOLILONG OTO UNTPIKG YANQ. 2UVETIWG, OL YUVAIKEG
TI0U BnAdCoUV dev MPETEL Va AapBavouy Tepig: ouvo}\.nﬁn. TovipéTnTa; Ta anoteA€opata HeAET@Y o€ {wa dev
Katadelkvuouv kapia enidpaon otn yovipdtnta (BA. mapdypago 5.3). Av kal dev undpyouv oTolxela ang

EAETEC 0€ QVBPWIIOUG, ey avajl pagn oy, uvépm]B KalL 0T YUVAIKEW Yoviuotnta. 4.7

m3pAaceIs 0TV IKavoTNTA 03HYNONG Kal XEIpIopou unyavev: To AUBAGIO dev €xel kapia n €xel ajeAntéa

£Mmi0paon oTny kavotnta oﬁngnonq Kat i(snplouou ugxuvmv‘ € TepTwon averiBuinTwy avIidpaoewy onweg

1 (aAn, n ornoia €xel avagepBel e T AEPAOUVOHION, T UNTPIKN) 0UGIA TG TEPIPAOUVORIANG, ) IKaVOTNTA

uugkéwpmmq Kal opBrg aviidpaong Tou aoBevolg EVOEXETAL VA EMMPEAOTEL 2€ QUTEC TIG TEPITTWUELS, OL

ﬁu EVE(G TIPETEL VA AMOPEVYOUV TNV oﬁr']vnozrk KAl T0_XEPIONG ugxuvd}v. 4.8 AvemBupnTe r.vs'%)gslzc:
€|

egl)\{]wn T0U H?OQU\ uo%pu}\smgz UVOAIKG 2267 a0Bevelq ekTéBNkav otV Tepiphouvopion (1155 ge
TEPLPAOUVONION 7 mg Kat o€ TepipAouvopidn 14 mg) pia popd nuepnaiwg yia didueao didotnua 672



NHEPWV OE TEOTE|
TEPLPAOUVOHIDNG
aoBeveig oe kabepia ano Tiq opddeq Bepamelag pe Tepl
Jie UTOTPOTIALOUTES HOPPES TIOAAATTATS aKATIpUVaNG (Y]

951: s)\sv)ﬂmvsq J1€ EIKOVIKO QAPUAKO

mg Kat

%s)\érsg (1045 ka1 1002 agbeveig aTiq oudﬁaﬁ

mg, avtioTolya) Kat pia peA&t guykplong pe dAAn dpaotikn ouoia (11

?_Ihouvuuiﬁn ToU Tipaypatornomenkav oe agheveiq
). H Tepiphouvopidn eivat o KUPLOG HETABOAITNG

Mg AepAouvVo [ﬁng 0 TIPOQ(A a0QAAELAG TG AEQAOUVOIONG OE Q0BEVE(S Le peupatoeldn apBpitoa n
a

UopLaolk apbpitl

EVOEXETAL VA EXEL OTHAOLA OTAV OUVTAYOYPAPETAL TEPLPAOUVOL(ON OE A0BEVEIS g M3

H oUYKeVTPWTIKT avAAuOT TwV EAEYXOUEVWY JIE EIKOVIKO GAPUAKO HEAETWV Bao(oTnke o€ 2047 a0BeVe(q he
Yrotpord¢ouoa MoAAarAf ZKAfpuvaT ou AapBavav TepLpAoUVOUION pia popd nuepnaiwg. Evide autol Tou

TAnBuopoU aogaAelag,

0L OUXVOTEPQ AVAPEPOUEVES

averuBUpnTeG avTiopdoels_oTouq acBevels mou

AdpBavav TeppA ouvopton nTav oL e&ng: movokeahog, d1dppola, augnuéves TIES ALT, vauTia kat aAwriekia.

Meptypagn emheyuévwv avembiuntwy aviidpdoewv: AA {a: H ahwnekia 3 G AénTuvol
TV TP@Y, HEWWHEVT l'[UKVliUJ/m mg rglxoou[uq, anwAela paAhav, oxetlpevn i d)&t pe v akhayn
ms%uwr]q TWV TpIX@Y, 070 13,9% Twv aoBevav mou Aaup pamneia pe TEPIYA uion 14 mg, vavtt
51% Twv aoBevawv Tou AduBavav To elKoviké @apuako. Ot MePOOGTEPES MENITIWOELS TieplypdgnKkav
g dldxutes 1 gsvtgeuusvsq 0€ OAOKANPO TO TRIXWTO TNG KEPAANG (OEV avagepBnke TAMPNG anwAela
UAANL@Y) Kal ekONAWBNKAV KUP{WG KATA TOUG MPWTOUG 6 UNVES Kat uroxwpnoav atoug 121 ang toug 139
(87,1%) aoBeveiq mou avTipeTwN{oTNKAV HE 1egwhouvoul q 14 mg. Ta mogogtd ﬁlukonng g Bepareiag
Adyw ahwmekiag frav 1,3% otnv opdda 1epipAouvopidng 14 mg, évavtl 0,1% 0y opada tou ElkovikoU
Qapudkou. Emdpdoets oto rjimap AN eEAeYXOHEVES I EIKOVIKG pAPHAKO HENETES IPOEKUYaV Ta eENG:

[evikd, 0 TOVOKEQAAOG, 1 DIAPPOLE, T) VAUTIQ KAt AAWNEKIA NTaV ATTAG EWG HETPLAG HOPYRS, MAPODIKES KA i P . P i - :
BEV 001YN0aV OUXVA G& OLAKOMY TG, aYWYRS, Kam)\ogo% uvsmegunmw QVTIOPAOEWY 0E LlDQQﬂpH[VClKOZ Ot Augnon T ALT (Bdoe! epyaoTnpiakey G HeTnvK IKataiTny
averiBupnTes avidpaoelg oy uvug)&f NKav Je 10 \GI0 0€ EAEYYOHEVES LIE EIKOVIKG QAPHAKD HEAETES, eloaywyr - MAnBuopds ao@dAciag oe EASYXOUEVES PE EIKOVIKG QAPPAKO PEAETES
G P0G TNV TEPIPAOUVOR(ON 7 mg 1) 14 mg o€ =1% uynAdTepn GUXVOTNTA OE OXEOT HE TO EIKOVIKG QAPUAKD,
napouglacovTal mapakdrw. Ot oUXVOTNTES 0ploTNKAV OUUPWYA Jle TNV na{aaxurw QUVBRKN: TIOAU GUXVEG - ;
(21/105 auyveg (21/100 gul <1/1(ﬂ' Oxt ouxves (21/1.000 €wg <1/100) gndvieg, (21/10.000 £wg £IKOVIKG @hpuako Tepiphouvopidn 14 mg
<1/1.000)" oAU omavieg (<1/10.000)° pn vvmmeg (0ev umopouv va ekTiunBolyv pe aon ta dlabeoiua (N=997) (N=1002)
Oedopéva). Ze kabe katnyopia ouxvotnTag, ol averBuunTeS avTidpacelg Taglvopoivat e oelpa ¢ q
goBapénTag. >3 ULN 66/994 (6,6%) 80/999 (8,0%)
Karnyopia/ — >5ULN 37/994 (3,7%) 31/999 (3,1%)
l‘ly%m\:ll;g MoAd ouxvég Zuyveg 0x1 ouyveg Sndvieg Mn yvwoTég S10ULN 16/994 (1,6%) 9/999 (0,9%)
- - >20 ULN 4994 (0,4%) 3/999 (0,3%)
Ipinmm, Aoipwén Tou
VGTEROU AVANVEUOTIKOU ALT >3 ULN kau TBILI >2 ULN 5/994 (0,5%) 3/999 (0,3%)
ouotnparog, Aofpwén tou SoBapéc
NowdEers kat 3“90“9'“6"“0” ouomparog, NOWIDEELS "HrueS QuENELS TG Tpavaapuvdans ALT 08 TIHEG xapnAdTepeq 1 o€ e 3x ULN nupprnpr]_?nkav o ouxva

. poyxioa, A 0TIG, 0UABES TToU AdjiBavav TepIAOUVORIDN art 0TL 0TIG OUABES TOU EIKOVIKOU apydKou. H auxvetnta Twv
TapactTwoelg NapappwokoAnitida, ouneptha- auénoewv Ave twv 3x ULN fTav nap6jiola o€ OAeS TIq 0pddEeS aywyng. AUTEG 0t QUENTELS OTIC TIHEG TG
(B apuyyiubda, Kuotitida, Bavopévng Tpavoapvaong auwu\(mgkuv KUPIWG KaTd TOUG TPGTOUG 6 HAVES TNG AYWYAS KaLATaV uvumgewxusq Leta
napdypago 4.4) loyeviig yaotpevtepitida, me Y nauon g aywyng. 0 xpovog UMoxwpnong KUNAvBnKe and pveg £wg Kal xpovia. Emopaces anv

ZTopatikog £prng, 0dovIki P APTIPLAKT) TEDN: 2€ €, s%)uavsq JIE EIKOVIKO APHAKO ue)\érsc)\rskunptmﬂnkav Ta €&1G: - 1 OUOTOAKNA

hoitwEn ongaiag aptptakn mieon frav >140 mmHg 010 19,9% TwV aoBeviv Mou AduBavav TepIpAOUVORIoN 14 mg/nuepa,

l\upuwl"nBu Toxogutia o€ oUykplon pe o 15,5% Twv aocBevav mou Adupavav 1o €IKOVIKG GAPHAKO™ - T GUGTOAIKT] GPTNPLAKT

OV OBV miieon fjrav >160 mmHg 070 3,8% twv aoBevav mou Adupavav Ispw)\ouvouiﬁg\w mg/nuépa, ag oUyKpLon

e 10 2,0% Twv aoBevev Tou AGuBavav To Elkovike fupuuxp' - 1 0la0TOAMKN apTnplakn mieon nrav

. >90 mmHg 070 21,4% Twv a08evav 1o AduBavay tepphouvopidn 14 mg/nuépa, o€ oUYKpLOM pe 10 13,6%

Avudpaoels TV Q0BEVAV MO AGpBavav T0 EKOVIKO PAPHAKO. A0IUGEELS: T8 LEAETES EAEYXOUEVEQ JIE EIKOVIKO PAPAKO,

AlaTapay€s 1ou ‘Hruag unepeuatodnoiag dev mapatnpiBnke auénon Twv 0oBapev AOIOEEWY [E TNV TepipAouvopion 14 m% 2,7%) 0g 00yKpLon
auomomTIKOG 000G (dueoeg € T0 EIKOVIKO PAPUAKO (2,2%). ZoBap€q eukaiplakég hopdEels auvépnoav ato 0,2% g kdBe opddac,
l Oudetepomevia (BA Hopon . 1 0YpeQ) 0BapEC AOIHWEELS MEPIAAPBAVOLEVNG TG ONYaIpiag, UEDIK?\E (QOpES Bavatnpdpes €xouv avapepBei petd

Kautou i i 6pouorevia ounepuap- OV KUKROGOPIa TOU QAPLAKOU, AATOADY + Mia J£0T Peiwon Tou ennpealel Tov apiByo

. napdypago 4.4), Avapia . d ) 5 £ ! ( 0 a
\epoIKOU (awomeTahia Bavopevwy g TWV AEUKOKUTTAPWV. (WBC) (<15% Qo Ta eMMEDA KATA TV EVAPEN, KUPIWG PEIWON TWV 0UDETEPOPINWY
oUOTHHaTOg <100 6/1) avaguhagiag KAl TV AEUPOKUTTAPWY) TIapaTNPABNKE 08 EAEYXOUEVEQ HE EIKOVIKO QAPHAKO DOKIUES e TO AUBA-

Katto GIO, av kat peyalutepn peiwon napatnprinke oe Kunotougaueevstc. H Halwon 070 [EC0 apBud and

yYel00tdiuatog v €vapgn ouvepn Katd t BLAPKEL TWV MPWTWY 6 eBOOPAOWY, HETA 0TaBEp 1 e TNV Tdpodo

- TOU ¥pOvoU Katd T Bidpkela g aywyng, AAAG o€ pelwpeva enineda (pkpotepn and 15% peiwon anod
Awatapaxgg tou ‘Hrueg aMepyIKeS v evapén). H enidpaon atov (ll_pLBud epuBpokuTtdpwv (RBC) (<2%) kat aTov aptBpd Twv atponeTarinv
avooomoInTIKoU . (<10%) fitav Aty6tepo EkOnAN. 7 4 © Z& ENEYYOHEVES PE EIKOVIKO PAPHAKO HENETEG,
OUOTANATOS avTidpdoel n ul GBe1a, EPIN HEVIG NG TIOAUV&:UDOI‘[&GEIUQ Kal TG povoveuponadelag (..
Gvopop (0U 0WAIJVa), avagEPBnKe oUXVOTEPA OE AOBEVEIG Tou AduBavav teplgrouvopion oe

Wuxiatpikég a oxEaN He uoésyelq TI0U A4pBavav 1o EIKOVIKG APHAKO. TTIG EAEYXOUEVES LE EIKOVIKO GAPUAKO Buouge’q
BlaTapayéQ VYX0S UEAETEG, N EmimTwON TG napwsflknc, veuporadelag, OMwg autn QHIESBGL(A)BHKS ano doKlpaoieg
aywyyotntag veupou, frav 1,9% (17 and toug 898 aoBeveis) oty opdda tepiphouvopidng 14 mg, oe

‘ YrnepaoBnoia, ouykplon pe 0,4% (4 aoBevei ano Toug 898) aTnv opdda Tou elKOVIKOU papudkou. H ﬂvmv% dlakomnnke
Awatapaxgg tou Napawdnoia, loxahyia Neupahyia 0e 5 aoBeveiq pe mepipepikn veuponadeta and v opdda tepiprouvopidng 14 mg. Metd ) diakomn g
VEUPIKOU Kepahahyia | R N : aywyng, avagepenke Psh[mon 0¢ 4 ané autoug Toug a0Bevels. NeorAdouara kaAorién, kakoren kat un
CUOTRUATOS Zuvdpoyo kaprialou owkiva | Mepgeptkiy nep! 4VovTaL KUOTELS Kat TOAUMOES): AV QaiveTal va und%(m QUENUEVOS KIVOUVOG
veupondeela on e TV TePLPAOUVOUION and T epnelpia Twv KAWIKOV dokiuwy. O kivduvog Kakonelag,

. wlattepa g onnsanaunmv dlaTapay@v, eivar auEnUEVoS [e T XpRon KAMowwv GAAwV napayoviwy
Kapdiakég Ai0BNua ah@Y TIOU £MNPEACOUY TO AVOTOTIOMTIKO 0UOTNHA (EMOPGOELS KATNYOpias). 20BapEs 6sfuaw(§q avTIOPACELS:
dlatapayés E);\ouv avagepBei 00BAPES DEPUATIKES AVTIDPATELS UE TEPLPAOUVOLIDN PETA TNV KUKAOQODIA TOU paPHAKOU

) (BA. tapdypago 4.4). Avapopa mubavoroyoluevwv averBiunTwy evepyeldv H avagopd mbavohoyoupevwy
Ayyelakég Ynéptaon (BA. QveruBupnTwy evepyeldv HETd and T xopRynan Goelag kukAopopiag ToU papUAKEUTIKOU MPOiovTog eival
dlatapay€g napdypago 4.4) onpavTiky. EmTpenel m ouvexr mapakoAoudBnom g ox€ong 0QEAOUG-KIVOUVOU TOU QAPUAKEUTIKOU

- TIPOIOVTOG. ZNTE(TAl A6 TOUG EMAYYEAUATIEG TOU TOWEA TG UYELOVOIKNG MePiBaAyng va avagepouv
Awrapaxég tou LEGONMOTE TUBAVOAOYOUHEVES OUNTES EVEPYELEG PEOW TOU EBVIKOU OUOTHHATOS AVapopag:
avanveuaTikoy Midpeon E@m [~
QUOTIATOS, TOY Tweugo- Meooyeiwv 284
B@paka Kat Tou vonaeela’ GR-15562 XoAapyoc, Abrva
Uea0BwpaKiou Tn\: + 30213 040380?337

l‘Du{: +30 2&‘08/?49585 ‘
Awtapayég tou | Adppota, ANyog Ave KokLakig xpag Naykpeatitda, UT°T°“°§¢ //www.eof.gr ) . ) - .
. . E h , 4.9 YnepdoooAoyia: Zupntwuata: Aev undpyel epnelpia oxeTIka pe v urepdooooyia 1y T dnAntnpiaon
Yaotpeviepikou | Nautia Epetog, OSovialyia Sropatinda an6. TEQAOUVOWIDI B aVBRDOuS.  TEpLpAOLODN %, o (sG yopnyTonKe. yia urglvtom

- dldotnua 14 nuepwv oe vy dtopa. Ot UNTES AVTIOPAOELS OULQ He T0 TPOQIA aggaAelag
A{UTUOGXEQ Tou i SoBapég ™G TePIPAoUVOidNG 08 aoBeveiq pe M. AVIUETOmON: ¢ MEPIIWON OXETIKAG UNepdoooAoyiag 1
BEPATOG Kat - EEGvenua, . TOIKOTNTAC, OUVIOTATALT xgp Y107 XOAEGTUPAIVIG 1) EVEPYOTOIN|IEVOU AVBPAKA YIa TV EMITAYXUVON NG
T0U UNOBPLOU Ahorekia Aku deppaTikeg anoBoAng. H ouvigtapevn dladikagia anopdkpuvang ivat r;\xopn’vnon XOAEOTUPApivng 8 g, TPEIS POPES

. avudpdoelg® my npépa, yua didotnua 1 nuep@v. Edy autd dev elval KAAWG aveKTo, UTOPEL va ypnatpornowneel d6on
\otoy gohequuulqu 49, TEIG QOPEG TV NEPa, Yia diGoTnua 11 nuepav. Evalraktikd, otavn )éq)\suwpap[vn
AaTanayée tou eV elvat dladeaiyn, Uropel eniong va EVEQY U vBpakag 50 g, 000 PopES TV

PAXES To . npépa, yla ddotnpa 11 nuep@v. Emmiéoy, n XOAeaTUpapivn 1 0 EVEPYOTIOMUEVOG uvépclkuq dev xpeldetat
HUOOKEAETIKOU MuookeheTIkGG movog, unupuﬁ“u va ﬁpa\éo[lvml 0€ éluéoﬁxéq guépsq, £Qv anatreitat KAt TET010 yla Ao’gouq avoxng.
OUOTAHATOG Kal Muahyia, 6. ®APMAKEYTIKEZ MAHPOOOPIEZ: 6.1 KatdAoyog ekddywv: Muprvaq oOlokiou: e Aaktoln
TOU GUVDETIKOU ApBpalyia HovoUdplk ® AuuAo apapooitou @ KuTtapivi HIKPOKPUOTAAAKT @ apulo KapBOEUMEBUALWEVO

. vmpml)%o Torou A) e _UdPOEUMPOTIUAOKUTTAPIVY @ payvAolo oTeatiké EmikdAuwn dlokiou: e
'oto0 UTIPOHEANDCT) @ Ig%vég)u di0&eidio (E171) @ taAknge moAuaiBukevoyukoin 8000 e Adka apyiholyou

. VOIKOKAPUIVIOU
Auwrtapayés v i 6.2 AoupBatoTnTes: Aev eapuoletal 6,3 Aiipkela Jwiig: 3 xpovia 6.4 Idiaitepes mpoQuUAGEEIS
VEQPWV KaL TV Mououpia Katd Tn @UAAgn TOU MPOiGVTOC: Aev UNAPXOUV EWBIKEG 00NYIES ﬁlmgpnang yia 10 Tpoi6v aute.
0UPOPBPAY 0D®V 6.5 ®uon Kar ougTaTikg Tou MEPIEKTN: KUWENEG AN AAOUNLVLO TOMOBETNUEVES 0€ KAPTEAEG &14

Kat 28 Emko)\uuuavuzue AETITG UUEVLO BLOKIO) KAl OUOKEUAOUEVA 08 KOUTIA TOU napu:%(ouv 14, 28,
Aatapayég 1ou 84 (3 kaptéAeg Twv 28) kat 98 & KaptéAeq Twv 14) El'[lK(I}\UKuéV(l He Aemto upévio Olokia. Kabe
avanapaywytkos KAPTEAQ €(val TOMOBETNUEVN OE TPOOTATEUTIKO TepiPAnua. Atdtpnteq KUYEAES, povadwv d6ong
. Mnvoppayia ar6 ahoupivio, o€ KOUTIA TTOU TIEPLEXOUY 10xT eTUKAAUPPEVQ e AETTTO UNEVIO BloKia. Mmopel va unv
uoTILATOG Kal KUKAOQOPOUV GAES 0L GUOKEUAOLES. 6.6 181aiTepes Mpo@uAGEEIg andppiPng: KABe aypnatpononto
T0U pHaoTol QAPUAKEUTIKO TIPOLGV 1) UTIGAELLA TIPETEL VA AMoPPNTETAL CUUPWVA HE TIG KATA TMOUG LoXU0UTES
- OXETIKEG ﬁlutuEtslq
levikég 7.KATOXOZX THZ AAEIAZ KYKAOOOPIAZ
BlaTapayes ge‘x‘nofi-al_verétis,tgroupe

; p , rue La Boétie
KaLkaraotdoeig Ahyog F-75008 Paris
g 0doy I'(l)\)\l'u8 0z(0 000
xoprynang 8. APIOMOZ(01) AAEIAZ KYKAO®OPIAZ

- EU/1/13/838$031

AUgnonme y- EU/1/13/838/002

AGEnon Yhoutapuktpavogepdang (GGT) EH; V 1%; ggg;ggg
auvotpa- | (BA 1aplypago 4.4) Algnon £U/1/13/838/005 e
bepaon L ; 9. HMEPOMHNIA NMPOTHZ EFKPIZHZ/ANANEQZHZ THZ AAEIAZ s
i me (B\. napdypago 4.4), Andketa H#aﬁﬂn}y[u i a’)mg SXKDIOBQZ 26 AuyoGoTou 2013 S
Mapakhvikég ahavivg Bapoug, Meiwan apiByiou (1] A 'BE DI;IU{IF)IA NAGEOPHZHX TOY KEIMENOY o
eketdoel oudetepopiwv (BA. KT@BPIOG ! 3
‘ ‘ (AT (. Tapaypag0 4'4)‘(Mg[m0“ Qf&%gﬂgﬁ'}nﬂ%\?}%&%?plakﬁ 0TOL(E(Q YLa TO MAPGV QAPUAKEUTIKG TIPOIGV eival SlabEatua E
Tapaypago. apiByiou heukokuttdpov (BA. 070V DIKTUAKG T6T0 TOU Eupmné{KoU Opyaviopou dappdkwv: http://www.ema.europa.eu. =
4.4) napaypago 4.4), Augnon me 2
KPEATIVOPWOQOKIVAONG <
aipatog S
Kakwoelg, 2

SnATMPIAcEIS Meta- Bon@rioTe va yivouv Ta pdppaka mo ac@alr kai

Kal EMMAOKES
Bepaneutikav
XEWPLOPOV

TPAUHATIKGG
novog

*: Mdvo Bdoel Twv Sedopévawy yia T Aeghouvopidn

Q: avatp€Ete 0T AemTopepr MePLYpag napakatw

2

Avagpépete
OAEZ Tig avemBUunTeg EVEPYEIEG YIa
OAA Ta pappaka
ZupmAnpwvovtag Tnv “KITPINH KAPTA”
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ONE TO ONE A.E.
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£53
209
TnA.: 210 7254383-385-386
Fax: 2107254384

E-mail: info@one2onesa.com
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