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Dabigatran etexilate Accord 110 mg okinpa koydaxio
ete&hkn dafryatpdvn

Awfdote TPooEKTIKG OAOKANPO TO PVAAO 0ONYLAV YPT|ONG TPV UPYICETE VU TOIPVETE AVTO TO
PappoKo, O10TL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

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

- Edv &yete mepartépom amopiec, pmTNOTE TOV Y1ATPO 1) TOV POPLAKOTOLO GOG.

- H ocvvtayn yio avtd 10 ¢approko xopnynonke amokAeloTIKd Yio 60G. AgV TPEMEL VO SDGETE TO
@apuoko o€ GAAovc. Mmopel va Tovg TPOKaAEGEL PAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpricete kamowa avemBOUnTn evEpYELD, EVILEPADGTE TOV Y1TPO 1) TOV PUPLAKOTOLO
c0g. AvTd 1oyvel kat yio kKaOe mhovn avemBOUNTN EVEPYELN TOV OV OVAPEPETUL GTO TAPOV
@OALO 0ONY1dV ypriong. BAEme mapdypago 4.

T wepréyel 10 Tapov UAA0 00N IOV

T eivan o Dabigatran etexilate Accord kot oo givat ) gprion Tov
T npéner va yvopilete Tpv Tapete To Dabigatran etexilate Accord
ITo¢ va napete 1o Dabigatran etexilate Accord

[MBavég avemBounteg evépyeteg

IMog va pvidooete to Dabigatran etexilate Accord

[epreydpeva g cvokevaciog Kot AOmEG TANpoPopieg

Uk wdE

1. T eivan To Dabigatran etexilate Accord ko wowa givan 1 gpio1 TOV

To Dabigatran etexilate Accord nepiéyet T dpaotiky ovoia £te€Mkn SofryaTpdv Kot aviKeEL GE Uiol
opada PoapUAK®V oL ovoudlovTol avTImNKTiKd. Apa eumodifovtag Hid ovsic TOL OpYOVIGHOD TOV
EUMAEKETAL GTO GYNUOTICHO OpopPwv aipatog.

To Dabigatran etexilate Accord ypnoyionoteitol 6€ EVAAIKEG yia:

- VoL EUTOSICEL TO GYNUOTIGUO TV OpOUPoV ailoTog 6T0 ALOPOPO ayYEID LETH OO YEPOVPYIKN
enéuPacn apOpomAacTiKig YOVATOG 1 1o)iov.

- va omoTpéyel OpOuPoug aipatog oTov YKEQPUAO (EYKEQOALKO ETEICO010) Kal AAAL OUOPOPA
ayYEio, GTO GO0 EAV EYETE WO LOPEN AKOVOVIGTOV KAPSLOKOV puOpod mov ovopdleton

pn PaAPiotkn KoATIKN popuopuyn Kot TOLAAYIeToV Evay Tpdcebeto Tapdyovta Kvdvvou.

- ) Oepamneio TV OpouPov aipatog oTic EAEPES TV TOSIMDV KoL TOV TVELLOVOVY GOC KoL Y10, TV
TPOANYT emavepeaviong BpopuPov aipatog otic PAEREG T®V TOSIOV KAl TOV TVELHOVAOV GO,

To Dabigatran etexilate Accord ypnoiponoteitol o€ madid yio:

- 1 Oepaneia TV OpouPov aipatog Kot yio TV TPOANYN eraveppavions Opopupov aipotoc.

2. Tvwpéner va yvopilete mpwy mapete To Dabigatran etexilate Accord
Mnyv mapete To Dabigatran etexilate Accord

- Xe mepintwon oahiepyiag otn ete&lkn Safryatpdvn 1 6€ OTOI0OTOTE GAAO OTTO TOL GUGTUTIKG
aVTOD TOV PAPUAKOL (OVOPEPOVTOL GTIV TOPAYPOPO 6).



- e mepinton mov £xete coPapd LE®UEVN VEQPIKN Asttovpyia.

- Y€ MEPIMTOOTN TOL ALOPPAYELTE.

- e mepinton mov £yete acbEveln € OPYOvVO TOV GMIOTOG 1) OTTOi0 ALEAVEL TOV KivOLVO
coPopng apoppayiog (m.y. EAKOG GTOUMYOV, TPUVHOTIGUO 1 ALLOPPAYID GTOV EYKEPAAO,
TPOCPUTN YELPOVPYIKY| ETEUPAGT) TOV EYKEPAAOV N TV 0QOAAUDV).

- Xe mepintwon mov Eyete avénuévn téion va cpoppayeite. Avti pumopel va givan gite ek yevetng,
gite Ayvootng artiohoyiag 1 e€ontiog GAA®V QopUAK®V.

- Edv maipvete pdppoxa yio v aropuyn téng tov aipartog (m.y. Bapeapivn, pipaposapmdavn,
améapniavn N Nropivn), EKTOG amd TV AAOYN TG AVTITNKTIKNG 0y®YNG, OTAV £XETE Lol
QAEPIKN N APTNPLOKT] YPOUUT KO AapBAveTE Nrapiv) HECH ALTAG YOl VAL TN SL0TNPOETE
avoryT N 0TV 0 KapdKOg puiudg cog amokaficTaTol GTO PUGIOAOYIKO UEC® HIOG
enepPatiKng Tpaéng mov ovoudletol KOTAAVOT| Le KOOETPA Y10 KOATIKY] LOPLOPVYY).

- Y& mepinton mov £YeTe GoPapd PEIUEVN NTOTIKY AgtTovpyio 1 NTatiKh voco o Oa
umopovioe mbavmg vo Tpokarésel Bdvaro.

- Av maipvete omd otopatog ketokovaloin N 1tpakovaloin, eappoka yio ) Oepaneio Tmv
LUK TIGIKOV AOIUDEEMV.

- Y& TePINTOOT OV TOIPVETE A0 GTOLOTOC KUKAOGTOPIVY], EVOL PAPUOKO Y10, TNV TPOANYT
ATOPPLIYNG OPYAVOV HETA amd PETAUOGYEVOT).

- Xe mepinton mov TaipveTe dPovedHpOV, EVA PAPLOKO TOL YpNooToteitat Yo T Oepameia
TOV UM PUOLOAOYIKOD Kopdlakoh puOpov.

- e mepinton mov Toipvete Eva Tpoidv cuvovacuol YrAekampepipng/munpeviacPipng, Eva
avTuKd APLOKO TOL Ypnoitomoteitat yia tn Oegpaneio g nratitdag C.

- Edv éyete AaPer teyvnt kopdiokn farPido n omoia amortel udviyun apaimon tov ainatog.

Ipocdomomoeis ko TPoPLAGEELS
AmevBuvBeite otov yatpd oag mpwv tapete to Dabigatran etexilate Accord. Mmopei emiong va.
YPEWOTEL VO UANGETE GTO Y1TPO OOG KOTA TN SIGPKELD TNG AYWDYNG ME OLTO TO PAPUAKO E0V

EUPAVICETE CLUTTOUATO ] OV TPOKELTOL v VTOPANDeite oe emépuPaom.

Evnuep@ote Tov Y10tpod cog v £xete 1 glyate 6T0 TopeABOV KAmOlEC KATAGTAGEIS 1 AGOEVELES,
WiTepa KATOL0 Ao AVTEG TOL GUUTEPIAOUPAVOVTUL OTNV TOPUKAT®O AloTOL!:

- €av €xete avénuévo kivéuvvo atpoppayiag, OTmG:

. € giyate apoppayia mpdseata.

. edv €xete kdvel xepovpykn apaipeon wotov (Proyia) Tov TEAELTAIO VAL

. €4 €yete VTOoTEL KGO0 GOPAPO TPUAVUATIGUO (7). KATAYLO 0GTOV, TPADIO KEQOUANG 7
0T0100MTTOTE GALO TPAVUO TTOV OTTOLTEL YELPOVPYIKT EXEUPaON).

. €dv mhoyeTe AMd PAEYLOVI TOV O1G0QAYOL 1) TOV GTOUAYOV.

. €4V €xete TPOPANLOTO TAAVOPOUNGNG YUOTPIKOD VYPOV GTOV 01GO(PAYO.

. €av maipvete pappoko Tov Bo pmopodoav va avénoovy tov Kivovvo apoppayiog. BA.
«AMo. pappaka ko Dabigatran etexilate Accord» napakdto.

. €4V TalpveTE AVTIPAEYLOVMON PAPLLOKO OTMG OIKAOPEVAKT, IovTpopaivr, Tpodikdun.

. €4v mhoyete amd Aoipmén g Kopoldg (Paxtnplaxn evéokapditidn).

. edv yvopilete 0T £xete pEIOUEVN VEPPIKT AgLTOVPYia, 1] GV TACYKETE 0 APLOAT®OT (Ta

CUUTTOUOTE GUUTEPTAAUPAVOLY aicOnua STyog Kot LELWUEVES TOGOTNTEG
OKOLPOYPOUOY (CLUTVKVOUEVOV)APPDOD®Y 00P®V).

. gdv glote avo tov 75 eTMV.
. €dv glote evilikag acBevig ko Luyilete 50 kg 1 Aryotepo.
. udvo edv ypnotponoleital yio Toudid: av o motdi Exel Aoipumén YOpw amd Tov eYKEPAAO

N €VTOC TOV EYKEPAAOL.

- €dv €xete vootel kapdlokn TPoSPorn 1 av €xel drayvaacbel 6Tt £xete ouvONKeC TOL ALEAVOLY
TOV KivOuvo Vo vTooTeite Kapdlokn TPoGPoAn.

- eqv €yete o NIATIKN VOGO, 1 omoia oyetileTon pe oddhayég otig e€etdoelg aipatog. H ypnon
AVTOV TOV PAPUAKOV € GUVIGTATOL GTNV TEPITTOOT QVTY.



Ipocséte Wwaitepo pe to Dabigatran etexilate Accord

- €av yperaletar vo vtoPAandeite og yelpovpyikn enéupaon:
Yty mepintwon avty, To Dabigatran etexilate Accord ypeialetat va dtakomel Tpocwpva
eEartiag avEnuévov Kvdvvou apoppayiog Katd tn Sgpkela Kot GOVTOUN UETE TNV eTEUPaoT).
Eivor moAd onuavtiké va ndpete to Dabigatran etexilate Accord mpwv ko petd ™ yeipovpykn
enépuPaon axpPdg Tig dpeg OV GOg £XEL TEL O YLOTPOS GOC.

- €4V po xelpovpyikn enépfocn meptrapupavel Kabetpa 1 £vEST 6T GTOVOLAIKT GTAAN Gag (TT.).
Yo EMoKANPido avaicOncio/avaicOncio pe evdoppaytaia £yyvon 1 peiwon Tov TOVoL):
»  givor mold onuavtikd vo mapete to Dabigatran etexilate Accord mpwv kot petd
YEWPOLPYIKN EXEUPACT OKPIPDOG TIC MPEG TOL GOG EYEL TIEL O YIATPOG OOG.
" EVNUEPDOTE TOV YIOTPO GOG OUESMG €AV alcbavieite povdtaoua 1 advvapio Tov Todihv
G0G 1 TPOoPANaT [LE TO £VIEPO 1] TV 0VPOSOYO KOOTN GOG UETA TO TEPUS TNG
availctnociog, S0t etvan amapaitnn engiyovca ppovtioa.

- edv méoete N TpovpOTIOTEITE KT T d1dpKela TG Bepameiag, 1d1aitepa av YTUTNCETE TO KEGAM
oag. [Tapaxoieiote va {ntnoete enetydvimg 10Tpikn epovtido. Mmopel va ypelactel va
eketaoteite omd éva YaTpo, KaODS Umopel vo dtatpéyete avénuévo Kivouvo apoppoyiog.

- av yvopilete 6TL TACKETE OO AVTIPOGPOMTIOIKO cOVIpOLO (Lo dtaTapayr| TOL
AVOGOTOMNTIKOD GLGTILOTOC TTOL TPOKOAEL ALENIEVO Kivauvo cynuaticpol Opoufov oto
aipa), evnuepdote Tov YoTpd coc. Avtdc Ba amopaciost av ypeldletol va oAlaéete Oepameio.

Al eappoxa ko Dabigatran etexilate Accord

Evnuepmote tov yiatpd 1| T0V QopUaKOTOL0 Gag €6V maipvete, £xete mPOGPATA TAPEL 1] Lopel va
mwhpete dAla pdppoko. Edwkétepa, Oa Tpémel va ev|UEPAOGETE TOV Y10.TPO GUG TPV TAPETE TO
Dabigatran etexilate Accord, eav maipvete éva 06 To QappoKa TOL TAPATIOEVTOL TUPUAKATO:

- Ddppoka Tov pedvVoOLY T dnovpyia Opoupwv aipatog (m.y. Bapeapivn, phenprocoumon,
A.GEVOKOVULOPOAT, NIapiv), KAOTIOOYPEAT, TPAGOLYPEAN, TIKaypeAOPN, ptlaposaBdvn,
AKETVAOGUMKVALKO 0ED)

- Dappoka yo T Oepameio LOKNTINGIKOV AOUMEEDV (.Y, KeToKOoVaLOAN, 1TpakovalOAn) eKTOG
€dv epappolovtar pévo oto déppa

- Ddappoka Yo, Tov U QuetoAoyikd kapdlakd puoud (m.y. apmdapdvn, dpovedapdvi, Kvidivn,
Bepomapiin).

Edv maipvete @dppoxa mov Tepléyovy apmoapovn, Kividivn 1 fepamapiin, o yotpog oog
UTOPEL Va. 6aG TEL VO, ypnotponoteite petwuévn 66om tov Dabigatran etexilate Accord avéioya
pe v mdonon yio v omoia cuvtayoypagpesital o €odg. BA. moapdypago 3.

- Dappoka yo TNV TPOANYT amdppIyns opyavey LETA amd LETAUOGYELON (). TAKPOALOVG,
KuKAoomopivn)

- "Eva. mpoidv cuvovaouov ykiekompefipng/munpeviacPipng (€va avtiikd QapuoKo wov
ypnoonoteiton yio ™ Oepancio tng nratitidag C)

- AvTIpAeYHOV®OT KoL TAVGITOVA QAPUAKE (TT.). OKETVAOGAAIKVAIKO 0&V, 1BovTpopaivn,
duhopevakn)

- Boalooudyopto (St Jonh’s wort — Hypericum perforatum) éva gutikod @appoko yio tnv
KaTdOAym

- AVTIKOTOOMITTIKG QAPLOKO TTOV OVOUALOVTOL EKAEKTIKOT 0VOGTOAEIG ETOVATPOGCANYNG
GEPOTOVIVIG 1 EKAEKTIKOL 0VOIGTOAEIS EMAVATPOGAN YNNG GEPOTOVIVIG KOl VOPETIVEPPIVIG

- Pwpapmikivn 11 khapiBpopvkivn (dbo avtiflotikd)

- Avtuxd edppoka yio to AIDS (.. prtovaipn)

- Optopéva @appoka yio TNy aymyn e emanyiog (m.y. KapPapalenivn, eovoutoivn)

Kinon kot Onhaopog



O1 emdpdoeig Tov Dabigatran etexilate Accord otnv eykvpocdvn Kot 6To ay£Evvnto mondi dev givat
YVOOoTEC. Ag Bo Tpémel vo TapVETE ALTO TO PAPLOKO €4V €loTE £YKLOC EKTOG €6V GOG GLUPBOVAEVGEL O
YTpOg GOg OTL etvan aoParég va o Tapete. Eqv elote yuvaika o€ avamapaywytkn nAtkio 0o tpémet
Vo amoPEVYETE VO, pEiveTe éykvog 660 didotnua Aapfdavete to Dabigatran etexilate Accord.

Agv Ba pénel va Onhalete 660 ddotnua Aoppdavete to Dabigatran etexilate Accord.

0onynon Ko YEPLOROS PUNYAVILATOV

To Dabigatran etexilate Accord dev £xel yvootr enidpacT 6TV IKAVOTNTO, Y10, 031 YNOT| Kot XEPIGUO
pnyovnuétoy.

To Dabigatran etexilate Accord agpiéyer vatpro
To edpuaxo avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avé kaydxio, ivor avtd Tov
ovopdlovpe «eredBepo vatpiovy.

3. Mo va mapete To Dabigatran etexilate Accord
Ta oxAnpd koydxio Dabigatran etexilate Accord pmopodv va ypnoipomomboldv 6 vijAKeS Kat
o018 nAkiog 8 eTMV Kot v ot 07010t Eival IKOVOL VoL KOTOTIOVY T Kayakie oAokAnpa. Ydpyovv

dAAec KatdAANAes avd NAkio 50GOAOYIKES LOPPES Yo TN Bepamein TAOIDV NAKINS KAT® TV 8 ETMV.

[Tévtote va TaipveETE TO QAPLOKO CVTO CVOTNPA COUPOVA LE TIC 001 YIEC TOL YaTPOL Goc. Edv &xete
apoiPories, pOTAGTE TOV Y1OTPO GOG.

AdPere 1o Dabigatran etexilate Accord émmg sveTiveToL Y10 TIS AKOLOVOES KATAGTAGELG:

[Ipéinyn oynuoticpov Bpdupov aiportoc petd and yeipovpykn enéufacn apHpomAocTikng 1oyiov 1

YOVATOCQ

H ovviotdpevn d6om givor 220 mg pia @opd v nuépa (Aappavopeve og 2 koyakio tov 110 mg).

Edv n veppucn} cag Aertovpyia givar pevmpévn neptocdtepo amd o [eo 1 v eiote 75 ETAOV 1)
REYOAVTEPOG, N SLVICTAOUEVT 00T eivar 150 mg pia opd v nuépa (Aapfavopeva wg 2 koydxio
Tov 75 mg).

Edv maipvete pappoko mov TepEyovy apumoapov), Kividivy 1| Bepamapiin n cuvietduevn d6om
givon 150 mg pia @opd v nuépa (Aappavopevo og 2 Koyakio tov 75 mg).

Edv maipvete pappoxe wov mepiéyovy Bepamapiin kor 1 veQpiki 60g AetTovpyia eivar petopévn
KTl meplocdTePo amd 10 picod o mpémet va cog xopnyndei n petwpévn do6on tov Dabigatran etexilate
Accord 75 mg kaBd¢ pmopei va avénbei o kivouvog opopparyiog.

Kot yio tovg 00 tvmovg yelpovpyikng enéppaong, n aymyn dev Ba mpénel va EEKIVIIOEL EGV VTTAPYEL
apoppayio 6to onueio g eyxeipnong. Edv n aymyn dev pumopel va Egktviioet uéypt tnv endpevn
nuépa HETA ™ YEPOVPYIKT enéuPact, Eekivnote pue doom 2 Koyaxiov pio opd tv nuépa.

Met amo yeipovpyikn exéufaon oplporiaotikic YovaToc

Oa pémet va. Eexvioete v aymyn pe Dabigatran etexilate Accord evtdc 1-4 wpdv petd to 1Aog ™G
YEWPOLPYIKNG eMEUPaong, Aappdvovtag Eva koydkto. Katomw, o mpénet va Aappdvovtar dvo
Kayaxia pio eopd tTnv nuépa yio cbvoro 10 nuepdv.

Metd ano yeipovpyiky emxéufacn apOpomlootikiic 1oyio




Oa pémet va Egkvioete v aymyn pe Dabigatran etexilate Accord evtdc 1-4 wpdv petd to téhog g
YEWPOVPYIKNG emépuPaonc, Aapupdvovtog Eva koyakio. Katdmy, Ba tpénet va Aappdvovtal 0o
Kayakio pio eopd TNy nuépa Yo cvvoro 28-35 nuepav.

TIpéAnyn amd@paénc ayyeiov Tov EYKEQAAOL 1) TOV 6OUOTOC ard oynuotioid OpoupBov oipaTog Tov
OVOTTTUGGETOL LUETO OO L1 QUGLOAOYIKO Kapdloko puOud kot Oepomeio Twv Opoufmv aipatog oTIg
QOAEBEC TOV TOJIDV KOl TOV TVELUOVOV GOC, CLUTEPIAOUBOVOUEVNC TNE TPOANYNG ETAVEUPEVIONC
OpouPwv ainatoc oTic EAEPEC TOV TOOIMY KOl TOV TVELUOVOV GOG

H ocvvietdpevn do6on eivar 300 mg Aappavopeva wg éve koydxio Tov 150 mg 6vo popéc Ty
nuépo.

Edv giote 80 erav 1 peyarvtepog/n, n cuvictdpevr 600 givar 220 mg Aapupavopeva g éva
Koyako Tov 110 mg 600 @opég v nuépa.

Edv maipvete @appoxa mov wepréyovv fepamapiin, npénel va Aappdvete m petwpévn 66om
Dabigatran etexilate Accord tov 220 mg AauBovopeva o¢ éva koydko tTov 110 mg 800 @opég v
nuépa, kabng o kivouvog arpoppayiog pmopet vo avéndet.

Edv éxete éva duvnTikd vyniotepo Kivouvo arpoppayiog, o YoTpog 6ag UTOPEL Vo 0moQacicel va
oUVTAYOYPAPNCEL Lo d0on TV 220 mg Aapupavopeva og éva koyakio Tov 110 mg 800 popég Tnv
nuépa.

Mmopeite va cuveyicete va Toipvete avtd T0 PAPUOKO €AV 0 Kapdlakog puludg cog ypetdleTol va
amoK0TaGTo0EL GTO PLGLOAOYIKO PEGH HaG EXEPPATIKNG TPAENG TOL OVOUALETOL KOPIIOUETATPOTT).
IMaipvete To Dabigatran etexilate Accord cOupmvo pe T 0dnyieg Tov yoTpo cag.

Edv €yel tomobetBei éva 1atpoteyvoroyikd Tpoiov (evoompdbeon) oe Eva apoPdpo ayyeio yio va to
Swtnpet avoytd og i exepPatikn Tpdén mov ovopdaletat Sadep ik otepaviaio mapipuPacn pe
tonobétnon evdompdBeonc, umopeite va Aafete Ogponeia pe Dabigatran etexilate Accord agov o
YTPOG GOG OmOPUGiceL 0Tt £yl emttevydel puGL0A0YIKOG EAeyy0G TS TENS ToL aipatog. [aipvete To
Dabigatran etexilate Accord cOppmva e T1g 00NYieg TOL Y10TPOD GOG.

O¢epaneia TV OpduPuv aiporoc Kot TpOANWN erovep@avions 0pduBav aipotoc e Toudid

To Dabigatran etexilate Accord apémer vo Aapfaveror d0o @opéc v nuépa, pio d6om 10 TPOI Ko
pia 6601 to Ppadv, mepimov v id1a dpa kabe puépa. To dtdotnua peTald TV 00cEmMV TPENEL VO, Eivarl
0G0 TO dLVOTOV TLO KOVTA 6TIG 12 dpEC.

H cvvietouevn d6on e€optatot amd to Bapog kat tnv nikia. O yiatpdg oag O kabopicel T 6o
d00om. O Y10Tpog 60G UTOPEL VO TPOGOPUOGEL TN dOCT| KATE TNV TOPELN TNG Oy®YNG. ZVveEYIoTE VAL
YPMOLOTOLEITE OAOL TOL AAAL PAPUAKA GOG, EKTOG EAV O YIOTPOG GG OPIGEL VO, GTAUOTI|CETE VL
ypnoonoteite Kamola amd ovTd.

O IMivaxag 1 mapovoidlel v panad kot T GuVolikn nuepnota 60on Dabigatran etexilate Accord g
yhootdypoppa (mg). Ot docelg eEaptdvtol and to Bapog og yidypopupa (Kg) kot v niikia og £

Tov acbevoic.

[Mivaxag 1: Hivaxog docoroyiag yio ta kaydkio Dabigatran etexilate Accord

Yuvovacpoi Bapovg/mMkiog Eq@dana& 660m YUVOMKN uepnoLa
Bapog o€ kg HMkia og é1 oe mg 0601 o€ mg
11 éog Ayotepo amd | 8 €wg AMydtepo amod 75 150
13 kg 9 gtdv
13 ¢ Ayotepo and | 8 ¢ Mydtepo amnd 110 220
16 kg 11 etidv




16 émg Ayotepo amd | 8 €wg Mydtepo amod 110 220

21 kg 14 e1ov

21 éwg Myotepo amd | 8 £wc Mydtepo amd 150 300

26 kg 16 g1ov

26 ¢m¢ Myotepo and | 8 émg Aydtepo amd 150 300

31 kg 18 etv

31 éwc Myotepo and | 8 £mg Mydtepo amd 185 370

41 kg 18 g1ov

41 éog Myotepo and | 8 Eémg Arydtepo amd 220 440

51 kg 18 etv

51 éwc Myotepo amd | 8 £mg Mydtepo amd 260 520

61 kg 18 g1ov

61 émg Myotepo amd | 8 £wg MyodTEPO OO 300 600

71 kg 18 etv

71 éwc Myotepo and | 8 £mg Mydtepo and 300 600

81 kg 18 g1ov

81 kg Ny mepiocdtepo | 10 mg Arydtepo amd 300 600
18 etdv

Epdna& d6c6e1g mov anaitovv cuvOLaGHOUS TEPIGGATEPMV TOV EVOS KOWOKIMV:
300 mg: dvo koydkio 150 mg 1
Té60EPA KaydKia 75 mg

260 mg: éva kayakio 110 mg ovv éva kayakio 150 mg 1
éva kayakio 110 mg cvv 6vo kaydakia 75 mg

220 mg: ®¢ 6v0 kayakio 110 mg

185 mg: ®¢ €va kaydklo 75 mg cvv éva koydkio 110 mg

150 mg: ®¢ &€va, kayakto 150 mg 7

dvo Kaydkio 75 mg
Mo va mapete to Dabigatran etexilate Accord

To Dabigatran etexilate Accord pmopei va Aappaveton pe 1 xopig tpoen. To kaydkio mpémet va
KATOmiveTaL OAOKAN PO pe Eva TOTNPL vEPD, Yo va Slac@alcBel 1) petapopd 6To otopdyt. Mn
ouvOXiPete, pacdte N adeldleTe T0 GPALPISLO 0O TO KWWAKo KOG antd pumopel va avénoet tov
Kivduvo aipoppayiog.

Alhoyn aviunkTikig Ogpaneiog
Xmpic €101kn KaBodynon amd tov yiatpd oag unv oAAAEETE TNV avTuTnKTiKn Oepaneia cog.
Eav napete peyordtepn d6on Dabigatran etexilate Accord amé Tnv Kovoviki

H Ay vrepfoliknig 66om¢ avtod Tov PapudKov avédvet Tov Kivovvo aipoppayiog. Erucovoviote
LE TOV Y10TPO G0G AUECMG €AV EXETE TTAPEL LITEPPOAKO 0p1OUd Konyokimy. Atotifevion 101KEG EMAOYEG
Oepameiog.

Eav Eeyaoete va mapete To Dabigatran etexilate Accord

IIpéAnyn oynuatiopov Hpoufov aipatoc petd amd yeipovpykn exsupfacn opbpomhacTIKNS 16YI0L 1

y6vaTog
Yuveyiote pe Tig vroAoumeg uepNoteg 66celg Tov Dabigatran etexilate Accord v 1610 dpa tng
EMOUEVIC NUEPOC.

Mnv mtapete SmAR 6001 Y10 VL AVOTANPDOGETE T1 06T OV EEYACUTE.

Xpnon og evnukeg: ITpdAnyn andepaéng oyyeiov Tov EYKEPAAOD 1] TOLV GAOLATOS 0O CYNUATICUO
0pouBov aUUATOC TTOV OVATTVGOETOL UETE amd Un PLGIOA0YIKO KopdLokd pvOud kot Bepomeio TV
0pouBmv ainotog oTig EALBES TOV TOSIMV KO TOV TVELUOVMV GOC, SCLUTEPIAOUBOVOUEVNC TNG
TPOAYNC emaven@avions OpouBwv aipnatoc otic EAEBEC TV TOSIMOV KOL TOV TVELUOVOV GOC
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Xpnon oe maudd: Oepaneio tov Bpdufwv aipatog ko TpdOANYN enaveuedviong Bpoufmv aipatog
Mia 660m mov Egydoate va mapete umopel vo Anedel £mg Kot 6 dpeg Tpv TNV EXOUEVN
TPOYPOUUATIOUEVT dOO.

Mio 066m Tov Egxaoate TpEmeL Vo TopaAneBel edv 0 evamopuévev xpovog Eival KATM ToV 6 opmv Tptv
TNV ENOUEVN TPOYPAUUATIGUEVT dOOT).

Mnyv dimAacildcete o 36N Yo Vo avamAnp®cete 1 d6on mov Egxdoare.

Eav otapaticete va maipvere to Dabigatran etexilate Accord

AdPete to Dabigatran etexilate Accord axpifdc 6mo¢ cag cuvtayoypapeitol. Mrn 6ToOUaTHGETE VO,
TOIPVETE OVTO TO PAPOKO YDPIG VO EVILEPDOETE TPMTA TOV YIULTPO GAG, O10TL 0 Kivouvog dnpiovpyiog
Bpoupov aipatog propet va givar vymAdTepog ebv otapatioete ) Bepaneio moAD vaopis.
Emkowoviote pe tov yiatpd oag edv mapovctdcete dvomeyia uetd t Afyn tov Dabigatran etexilate
Accord.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LLE TN XPNOT CLTOV TOV PAPUAKOV, PMOTHOTE TOV YLTPO 1|
TOV QOPLOKOTOLO GOG.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELEG, OV
Kol 0gv Tapovoldalovtal 6 GAOVG TOVE avOPAOTOLG,.

To Dabigatran etexilate Accord exnpedlet v mHén Tov ailatog, £T61 01 TEPIGGOTEPEG AVETOVUNTEG
evépyeleg oyetiCovton pe onueio 6nwg podAmneg 1 cpoppayio. Meiloveg 1 coPapés arpoppayieg
umopei va upfolv, autég amoTeAoV TIC TEPIGSOTEPO GOPapEg avemBOUNTEC EVEPYELEC KL,
ave&opTNTOG TOV GNUEIOV EVIOTIONC, UTOPEL VO 001 YNCOVV GE avamnpio, amelAnTikéG Yia T (on 1
axopa Kot Bavoatneopes eKPAcELS. Xe OPICUEVEG TEPUTTMOCELS AVLTEG Ol ALLOPPAYies Lmopet var unv etvon
ELQOVELC.

Edv gpoavicete onmotodnmote cupPdv apoppayiog 1o onoio dg otopatd Ldvo Tov 1 oV EUPAVIGETE
onuddio ektetapévng apoppayiog (eEopetikn advvopio, KOTwon, wypdtnta, {aAn, Kepokaiyia N
ave&nynro oidonua) cvoufovievteite dueoa to YTpd cag. O YaTpOC GOG UTOPEL VO ATOPUCICEL VO, GOG
£€XEL VIO GTEVOTEPT TTOPpOKOAOVONON 1) Vo 0ALGEEL TO PAPLOKO GOC.

Evnuepaote 1o ylotpd oag dueca, ov epeavicete pio cofapn aAlepyikn ovtidpacn 1 onoio TpokaAel
dvokoAio oty avamvon 1 COAn.

[MBovég avemBOunTec evépyeleg eival KaTayeyPOUUEVES TAPAKATM, OUAOOTONUEVES KATA TO TOGO
oLYVE UIopEl VoL ELPOVIGTOVV.

[pdéinym oynuatiopov Bpdufov aipatog petd amd yeipovpytkn exéufoon apfpoTAncTIKiG 1oYioL 1
yOvOTOg

Yoyvég avemBounteg evépyeteg (Umopet va emmpedcovy émg 1 atovg 10 avBpdmovg):
- [Ttdon oty TocoTNTO TG ALLOGPaPivNg oTo aipa (1 oveio TV EpUOPOY aocPaLPimV)
- Acvvi01oTo, EpYacTNPLOKG ATOTEAEGLOTO TN NTUTIKNG AEITOVPYiag

Oy ovyvég avemBOuntec evépyeteg (umopel va ennpedoovy £o¢ 1 otovg 100 avBpdmovg):

- Awoppayio uropei va copPel omd ™ pdt, 6T0 GTOUAYL 1 0TO £VIEPO, Ad TO TEOC/TOV KOATO 1
TNV 0VPOoPOPO 000 (cVUTEPIAAUPAVOUEVOD TOV QHOTOG GTO OVPE, TTOL XP®UATICEL TaL 00pa pol 1
KOKKIVAL), oo TG apoppoides, and 1o opho, kdtw amd to dépa, pHéca o€ pia apbpwaon, and 1
HETA amd TpadLO 1] LETA aTto gyyeipnon

- Anpovpyio dLOTOUOTOG 1) LOAMTO LETA OO €YYEipnON

- Afpo IOV aviyveVETOL GTO KOTPAVO LETA OO EPYOCTNPLOKT £EETAOT

- [Mtdomn otov apBud tov epulpdv aocEUPi®Y 6TO aipa



- Meimon oty avaioyio TV KLTTAP®OV TOV OULLITOG

- AMdepyikn avtidpaon

- "Epetog

- ZuyvEG LOANKEG 1) VOAPEIC EVTEPIKES KIVIOELG

- AioOnpo adiabeciog

- "Exxpion amd tpavpa (vypd mov ekkpivetol amd T YELPOVPYIKT TANYY])

- Avénuéva nratikd Eviopa

- Kurpiviopa tov 8éppatog 1 Tov Agukol TV HOTUDV, TOL TPOKAAEITAL AT TPOPANLLAT TOV
Nmatog N ToL AiaTog

Yrawvieg avembounteg evépyeteg (Umopel va emmpedcsovy £mg 1 otovg 1.000 avBpamovg):

- Ayoppayia

- Awoppayio mov uropei va copPel otov eYKEPAAO, O [0 XELPOVPYIKT TOUT, OO TO GNUELD
€100000V U0 £VEOTG 1 07O TO oNELD €16050V £VOG KaBeTpa 6€ Lo eAEPa

- "Exxpipa 610 ypdpo tov aipotog and to onpeio 160d0v evog Kabetpa o pua eAEPa

- Byog mov mepiéyet aipa 1| TTOEAN YPOUATIGUEVE GTO XPDLLO TOV C{ILOTOC

- [Mtdom 6tov apBud TV apoTeTaMoY 6To aipo

- [Itdom otov apBpod tov epubpdv apoceapiov oto aipo peTd amd pio eyyeipnon

- Yofapn arlepyn| avtidpacn N onoia Tpokaiel SuokoAia oty avamvon 1 Lain

- Yofapn aAlepykn avtidpacn 1 onoio TPOKAAEL O1OTILO TOV TPOGMITOL 1| TOV ACLLOD

- Agppotikd eEAvOMUO Pe YOpOKTNPIOTIKG GKOVPA, KOKKIVE, VIEPLYMUEVE, KVIOMTIKA Tpnéitota
OV TPOKOAEiTAL ad OAAEPYIKN avTidpaom

- Z0VIKn aAAoyn TOL dEPLOTOG 1) OOl EXNPEALEL TO YPDLLO KOL TNV EULPAVIGT) TOV

- Dayovpa

- "EAxog oto oTopdyt 1| 6to £vigpo (GUUTEPIAAUPOVOLEVOL TOL EAKOVG GTOV 01G0(MAYO)

- DLeypovn 6TOV 0160(QAY0 Kol TO GTOUAYL

- [MoAwvdpdunom yaosTpkod VYPOD GTOV 01GOPAYO

- [16vog 6NV KOG 1] GTO GTOWAYL

- Avomeyia

- AvckoAia 6TV KaTdmoon

- Yypd mov Pyaivel amd Eva Tpodua

- Yypd mov PByaivel amd Eva tpodpa Petd and pia eyxeipnon

Mn yvootég (n cuyvotnta dev pmopet vo ektiun0el omd to dtabéoipa dedopuéval):

- AvoKOAia TNV 0VOTTVOT| 1] GLPLYLLOG

- Meihoelg Tov apBpod 1 akdpa Kot EAEyYM AevKdV aptocpalpiov (To omoia fonbovv otnv
KaTOTOAEUNON AOUDEEDV)

- Tpiydntoon

[IpoAnyn ardepoéng oryyeiov Tov EYKEQAAOL 1 TOV GAOUOTOS 0O oynuotiopd 6pdufov aipotog wov
OVOTTTUGGETOL LETA QtO U1 QUGLOAOYIKO Kopdlokd puoud

Yoyvég avemBounteg evépyeteg (umopet va ennpedcovy émg 1 atovg 10 avBpdmovg):

- Awoppayio uropei va copPel omd ™ pOT, 6TO GTOUMYL 1 OTO £VIEPO, OO TO TEOC/TOV KOATO 1|
TNV 0VPOPOPO 000 (CLUTEPIAAUPAVOUEVOD TOV QHLOTOG GTO OVPO, TTOL XP®UATICEL Ta 0VPa. pol 1
KOKKIVQ) 1 KAT® oo To dEpUa

- [Ttcdon otov apduod v epuHpmdv aocPapiny 6To aipa

- TI6vog 61NV KO1Ad 1) 6TO GTOWAYL

- Avoneyia

- SuyvEG LOAAKEG ) VOAPEIC EVTEPIKES KIVIOELG

- AicOnuo adiabeciog

Oy ovyvég avemBOunTeG evépyeleg (umopel va ennpedoovy £0g 1 otoug 100 avBpdToL():
- Awoppayia

- Awoppayio uropei va copPel omd TIg apoppoides, and to opHo 1 otov eyKEQULO

- Anpovpyio oLOTOUOTOG

- Bnyag mov mepiéyet aipa 1 TTOEAN XPOUATICUEVE, GTO YPDLLOL TOV ALATOG



- ITtoon otov aplfud TV apoTeTaAiov 6To aipo

- ITtoon oty mocodTNTO TNG AMpOcEAPivig 6To aipa (1 ovsia TV epuBpdV AHOGPALPIMY)
- Alepyucn avtidpaon

- ZEopVviKn oAAayn ToL dEPUOTOG 1) OOl EXNPEALEL TO YPDLLO KOL TNV EULPAVIGT) TOV

- Dayovpa

- "EAxog 610 oTopdyt 1} 6t0 £vigpo (GUUTEPIAAUPOVOLEVOL TOL EAKOVG GTOV 01G0PEYO)
- dLeypovn oTOV 0160(QAY0 KOl TO GTOUAYL

- [HoAwvdpounon yaostpikov vypol 6Tov 0160Payo

- "Epetog

- AvckoAia 6TV KaTdmoo

- Acvuvi0ioTo epyacTnPloKd OTOTEAEGHLOTO TG NTOTIKNG AEITOVPYIOg

Yrawvieg avemBounteg evépyeieg (Umopei va enmpedcsovy £mg 1 atovg 1.000 avBpamoug):

- Awoppayio mov umopei va cupfel o€ pia dpbpwon, arnd pia yepovpyikn Toun, amd £va TPOVL,
oo To GNUEL0 E1GO00V Hag £veong 1| amd to onpeio 16660V evdg kabetpa oe o AERa

- Yofapn arlepyn| avtidpaon N onoio mpokaiel duokoAia oty avamvon 1 Lain

- Yofapn aAlepykn avtidpacn 1 onoio TPOKAAEL O1OTILO TOV TPOGMITOL 1| TOV ACLLOD

- Agppoticd eEAvONUA LE YOpOKTNPIGTIKA GKOVPA, KOKKIVEL, VIEPLYMUEVE, KVIOMTIKA Tpn&itata
OV TPOKAEiTAL ad OAAEPYIKT aVTiOpaoT

- Meimon oty avaAioyio T@V KVTTAP®V TOL OiUaTOg

- AvEnuéva nratikd Eviopa

- Kupiviopa tov déppatog 1 Tov Agukol TV HOTUDV, TOL TPOKAAEITAL AT TPOPANLLAT TOV
NTATOC 1} TOV OUpLOTOG

Mn yveotég (n cuyvotnta dev pmopet vo ektiun el and to dtabéoipa dedopuévar):

- AvcKolio 6TV avOTVOTn 1 GLPTYUOGC

- Mewwoelg Tov aplfuov 1 akopa Kot EAAENYT AeVK®OV capoc@atpiov (to onoia fonbovv oty
KATOTOAEUNON AOIUDEEDV)

- Tpyomtmon

e uio KMVIKT UeAETN 10 T0600TO Kapdlakdv tpocfoAidv pe Dabigatran etexilate Accord ftav
aplunTKd vYNAOTEPO 0md avTo TG Pappapivinc. H cuvorikn epupdvion oy younis.

Oepaneia TV OpduPuv ainotoc 6Tic EAELEC TOV TOSDV KUl TOV TVELUOVOV GOC,
cvureptAauavoudvne tne TpoAnwNc erovenodvionc 0pduPov ainatoc otic OAEPEC TOV TOMDV GOC
KOU1 TOV TVELUOVAV GOC

Yuyvég avemBounteg evépyeteg (Lmopel va ennpedoovy £o¢ 1 otovg 10 avBpmmovg):

- Ayoppayia propei va copPet amd T pdTn, 6T0 GTOHMYL 1 0TO £vIEPO, amd T0 0pho, and T0
TEOC/TOV KOATIO M TNV 0VPOPOPO 080 (GUUTEPIAUUPOVOLEVOD TOV ApLOTOC GTO 0VPA TTOV
ypouatilel To ovpo pol 1| KOKKIVA) 1| KAT® 0o TO dEpua

- Avoneyia

Oy ovyvég avembounteg evépyeteg (umopet va, exnpedoovy Emg 1 otovg 100 avBpmmouc):
- Awoppayia

- Ayoppayio uropei va copPet péoa og pio apBpwon 1 amd Evay TPOVUATIGUO

- Awoppayio uropei va cupPet omd TIc apoppoioeg

- [Ttcdon otov apduod v epuHpmdv aocPapiny 6To aipa

- Anpovpyio oLOTOUOTOG

- Bnyag mov mepiéyet aipa 1 TTOEAN YPOUATIGUEVO GTO YPDLO TOV OLLATOC

- Alepyucn avtidpaon

- EopVviKn oAAayn ToL dEPHOTOG 1) OOl EXNPEALEL TO XPDLO KOL TNV ELPAVIGT) TOV
- Dayovpa

- "Elxog 610 otoudyt | 670 £vigpo (GUUTEPTLOUBAVOUEVOL TOV EAKOVG GTOV 01G0QAY0)
- DAgyHOVI GTOV 01G0QAYO KO TO GTOLAYL

- [MoAwvdpouncn YooTPIKov VYPOD GTOV 01G0PAY0

- AicOnuo adiabeciog
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"Epetog

TI6vog otV KOIAd 1] GTO GTOWAYL

ZuyvEG LOAAKEG 1) VOAPEIC EVTEPIKES KIVIOELG

Acvuvi0ioTo EpyasTNPoKd OTOTEAEGHLOTO TG NTUTIKNG AEITOVPYiOg
AvEnuéva nratikd éviopa

Eravieg avemBounteg evépyeteg (umopel va ennpedoovv €oc 1 atovg 1.000 avBpdnovg):

Ayoppayia mov propei va copfel and pia yeipovpykn toun, 1 omd To onueio 16050V pag
éveong N amd 1o onpeio €166060v evdg kabetnpa oe pia AER 1] 0md TOV £YKEPARO

[Mt®om otov apBud TV apoTETOM®OY GTO O

Yofapn aAlepykn avtidpacn 1 onoio TpokaAel Suokoiio otnyv avomvon 1 {ain

Yofapn arlepyn| avtidpacn N onoia TpokaAel 0ldM O TOL TPOGMITOL 1| TOV AULLOV

Agppotikd eEAvONUO Le YOpOKTNPIGTIKG GKOVPA, KOKKIVE, VIEPLYMUEVE, KVIOMTIKA Tpnéitota
IOV TTPOKOAEITAL OO OAAEPYIKT AVTIOPOOT

Avokolia otV Kotdmoon

Mn yvootég (n cuyvotnta dev umopei va ektiun el amod to, Stafécia dedopéval):

AvcKoAio 6TV avaTVOTn 1 GLPTYUOGC

[Itdom 6tV TocoTNTA TG AUOCEUIPIvIG 6TO dipd (1 ovcia TV epLOpGV aocEAPimY)
Meimon oty avaAioyio T@V KVTTAP®V TOL OiLaTOg

Mewwoelg Tov aplfuov 1 akopa Kot EAAENYT AEVKOV aupoc@atpiov (to onoia fonbovv oty
KATOTOAEUNON AOIUDEEDV)

Kurpiviopa tov 6£ppatog 1 Tov AEVKoD TV UATIDV, TTOL TPOKAAEITOL 0O TPOPAALATO TOV
NTATOC 1} TOV OUpLOTOG

Tpyomtmon

210 KAWVIKO TpdYpOLLO TO TOC0GTO Kapdlakdv tpocfordv pe Dabigatran etexilate Accord ftav
VYNAOTEPO 0md avTd T™C Papeopivng. H cuvolikn epedvion ntov yaunin. Asv mopatnpnonke
OVIGOPPOTIO GTO TOGOGTO KAPIK®MY TPocsPoimv 6Tovg acbeveig mov élafav Bepomeio pe dabigatran
&vavtl Tov aofevav mov Edafav Oepameio Le EIKOVIKO QAPLLOKO.

Oepomeio Tov OpduPwv aiportoc Kot TpOANYN eroveuedvionc Opoufuv oipatoc 6 Toudid

Yuyvég avemBounteg evépyeteg (Lmopel va ennpedoovy £o¢ 1 otovg 10 avBpmmovg):

[Mtdom otov apBuod twv epubpdv apoceapiov oto aipo

[Mtdom otov apBpd TV aponeTalMoy 6To aipo

Agppotikd eEAvONuUO Le YopaKTNPIOTIKG GKOVPA, KOKKIVE, VITEPLYMUEVE, KVIO®TIKA Tpnéitota
IOV TTPOKOAELTAL OO OAAEPYIKT AVTIOPOOT

EopVIKn aAAoyn TOL dEPHOTOG 1) OOl EXNPEALEL TO XPDUO KOl TNV ELPAVICT) TOV

Anpovpyio apLOTOUOTOG

Pwoppayia

[MoAwvdpodunomn yaoTptkod vYPOL GTOV 01G0(PAY0

"Epetog

AicOnuo adiabeciog

ZuyvEG LOANKEG 1) VOAPEIC EVTEPIKES KIVIOELS
Avoneyia

Tpydntomon

Avénpéva nroatikd Evlopa

Oy ovyvég avembounteg evépyeteg (umopet va, ennpedoovy Emg 1 otovg 100 avBpmmouc):

Meiwomn tov aptfuod Aevkdv apocearpiov (to oroio fonovv oty KatamoAéunon
AomEEV)

Ayoppayio propei va copPel 6To oTopdyt 1 6To £viepo, Amd TOV EYKEQOAO, 0md To 0pBo, Ao
TO TTEOG/TOV KOATO 1) TNV 0VPOPOPO 000 (GLUTEPIAAUPAVOUEVOD TOV CULOTOC GTO OVPOL TTOV
ypouatilel To ovpo pol 1| KOKKIVA) 1| KAT® 0o TO dEpua

[Ttdon oty TosodT™TA TG LLOGPAPivNg 6To aipa (1 ovsio TV EpuOp®V aocPaPinY)
Meimon oty avaioyio TV KLTTAP®OY TOV 0iLLOTOG
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- Dayovpa

- Bnyag mov mepiéyet aipa 1 TTOEAN YPOUATIGUEVO, GTO YPDLO TOV OLOTOG

- [16vog 6TV KOtAd 1] 6TO GTOpAYL

- dLeypovn oTOV 0100(QAY0 KOl TO GTOUAYL

- Alkepyucn avtidpaon

- Avokolia otV Kotdmoon

- Kupiviopo tov déppatog 1 Tov AEVKOD T®V HOTUDV, TOL TPOKOAEITOL AT TPOPANLLATO TOV
Nmatog N TOL aipaTog

Mn yvootég (n ovuyvotnto dev pumopel vo ektiun el and to dtabécipa dedopuévar):

- "EAlAenym Aevkov apocoatpiov (ta onoia fonfovv 6ty KatamoAéunon AomEemy)

- Yofapn arlepyn| avtidpaon N onoia mpokaiel SuokoAia oty avamvon 1 Lain

- Yofapn aAlepykn avtidpacn 1 onoic TPOKAAEL 01O TOL TPOGAOTOL 1) TOV AULLOV

- AvcKoAio, 6TV OVOTVOT 1] GLUPTYUOC

- Ayoppayia

- Ayoppayia mov propei va copfel og pia dpBpwon 1| omd Eva Tpadpa, omd pio YELPOvPYIKN
TOUN, N 070 TO GNUELD €GOS0V LoG £veong 1| amd To onpeio 10660V vog kabetnpa ce pia
QAEPaL

- Ayoppayia uropei va copPet omd Tic apoppoioeg

- "Elxog ot0 oToud)L N} 6TO0 £viEPO (GUUTEPTAOUPBOVOUEVOL TOV EAKOVG GTOV 01G0PAYO)

- Acuvi01oTo EpYasTNPLOKG OTOTEAEGLOTO TNE NTUTIKNG AEITOVPYIOG

Ava@opd avemOOunTOV gvEPYELOV

Edv mapotnpfoete Kamolo avemBounTn evépyeia, EVIUEPDOGTE TOV YIOTPO 1 TOV QPOPLOKOTOLO GOG.
A0 1oyvet Kot Yo kéBe mbavr avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPAV GUALO 0dNYIDV
xpnons. Mnopeite emiong va avapépete avemBOunTeg evépyeleg anevbeiog otn devbuvon:

EAlada

EBvikdg Opyaviopog @apudxmv
Meocoyeiov 284

GR-15562 XoAapyog, ABfva
TnA: + 30 21 32040380/337
®ag: + 3021 06549585
Iotétomog: http://www.eof.gr

Kvnpog

DopuokevTIKég Ynpeoieg

Ymovpyeio Yyelog

CY-1475 Asvkooio

TnA: +357 22608607

Dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs.

Méow g avapopdg avemBOunNToV gvepyeldv pumopeite va fondncete ot cLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LE TV OCPAAELD, TOV TOPOVTOS QPUPLAKOV.

5. IMog va pvidesete To Dabigatran etexilate Accord

To @appako ovtd TPETEL VO UAACOETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta TOLSA.
Na pn xpnoiponmoteite avTd T0 APIOKO LETE TNV NUepoUNVia AENG TTOL AVOPEPETAL GTO KOVTI, TNV
KOWEAN Kot 6T PLaAn petd 10 «EXPy». H nuepounvia Anéng etvor ) tehevtoio nuépa Tov Uiva Tov
OVOQEPETAL EKEL.

dvidooete og Oeppokpacia pkpotepn tov 30°C.

Koyéln: Duraccete oty 0pyIKN GUGKELOGIN Y10l VO, TPOGTATEVETAL A0 TNV VYPACIA.
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DO1aAN: Metd to TpdTo dvorypa, 1 GLaAn pmopel va ypnopomondel emi Eo¢ kat 60 nuépeg.

Mnv metdite @ApUAKO GTO VEPD TNG AMOYETELONG 1| GTA OKLOK(A amoppinpata. Potiote tov
(POPLLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLLAKO TTOVL JEV YpMOCLUonotEite ma. Avtd ta pétpa Oa
BonBiocovv oty mpoctacia tov meptBdiiovtog.

6. Iepreydpeva g cvokeVAGiag KoL AouTég TANPOPOpies
Tvmepiéyer To Dabigatran etexilate Accord

- H dpaotikn ovoia givar to dabigatran. Kdfe oxAnpo kawydxio nepiéyet 110 mg ete&ihky
dapryatpavn (og mesilate).

- Ta @AAa cuotatikd givar tpuykd o&O (E334), vepopeiroln (E464), taikng (ES53b),
vdpoéumporvrokvttapivn (E463), vatprovyog kpookapuelAoln (E468) kot poyvioclo oteatikd
(E572) (B\. mapdypago 2).

- To kéAveog Tov kKayakiov mepiéyet d1o&eidro titaviov (E171), kot vrpouedddln (E464).

- To pavpo perdvi ektommong neptéyet koupea Aakkag (E904), mpomvievoyilvkoin (E120),
péray o&gidio odnpov (E172) kot vépoleidio tov koriov (ES25).

Epgavien tov Dabigatran etexilate Accord kon epieyopeva TG 6VOKEVOGIOG

Kaowydxio peyédovg «1» (mepimov 19 x 7 mm) pe AevKd ad10paveS GO0 EVIVTOUEVO UE TO GOUPBOAO
«MD» ka1 AevK0d, adlopaviG oA EVTLTOUEVO pe TO oVUPoA0 «110» pe pavpo peddvt, Tov mepiéyet
LELYHOL AEVKDV €MG KITPIVOTOV GOUPOImV Kol KOKKI®MV 0volyToy KiTptvov YpdUATOG.

To Dabigatran etexilate Accord 110 mg okAnpd kaydxio drotifeton e OPA/Alu/Enpoviikd PE-
PET/AIW/PE nov mepiéyovv 10, 30, 60, 100 kor 180 orxdnpd koydkio o KOUTi.

To Dabigatran etexilate Accord 110 mg oxAnpd kowdkio diatibetor oe dStiTpMTEG KOWEAEC LOVIG
d6ong OPA/Alu/Enpavtikd PE-PET/AIU/PE mov mepiéyovv 10x1, 30x1, 60x1, 100x1 kot
180x1 orAnpd Koydxio o€ KOuTi.

To Dabigatran etexilate Accord 110 mg oxinpd kaydkia StatiBetol 68 CLGKEVAGIEC TOV TEPIEXOLV
OLAAES TOALTTPOTVAEVIOL TTOV TEPIEXOVY 60 GKANPA KOy EKLo GE KOULTI.

Mmnopei va unv KuKAOPOpOUV OLEG Ol GLOKEVAGIES.
Kéroyog Adsrag Kvkrhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est, 62 Planta,

08039 Barcelona,

Iomavia

Hopackevactiig

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,

95-200, Pabianice, IToAmvia

Pharmadox Healthcare Limited
KW?20A Kordin Industrial Park,
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Paola PLA 3000, MdaAta

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, OAavdia

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VA
amgvBouvbeite otov TomKd avTrpdcwno Tov Katodyov g Adsiag Kukhogopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IS/IT/LT/LV/LX/MT/NL/
NO/PT/PL/RO/SE/SI/SK/UK(NI)/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL
Win Medica Pharmaceutical S.A.
Tel: +30 210 7488 821
To wapov OALo 03N YLOV yprionS avadepOnke Yo TeELsvTaia Qopa oTig 12/2023

Aemtouepeic TANPoQopieg Yio TO PAPLOKO LT gival StBEciec 610 dIKTLOKO TOTO Tov Evpmmaikod
Opyavicpov Papudkmv: http://www.ema.europa.eu.
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