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Dabigatran etexilate Accord 150 mg okinpa koydaxio
ete&hkn dafryatpdvn

AP aoTE TPOGEKTIKA OLOKAN PO TO QPVAAO 0ONYLOV YP1OTGS TPV UPYIGETE VU TAIPVETE GVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUS.

- DvraEte avtd To EOALO 0N YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNoTe TOV Y10TPO N TOV QOPUOKOTOLO GOLC.

- H ocvvtayn yio avtd 10 ¢approko xopnynonke amokAeloTiKd Yio 60G. AgV TPEMEL VO SDGETE TO
0apuoko og GAlovc. Mmopel va Toug mpoKarésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
ac0Eveldg Toug eivar 010 pe ta S1Kd Gog,.

- Edv mapotnphoete Kamoo avemBOunTn evEpYEL, EVILEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
cag. Avtd oyvet kot yuo K0Be mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1dV priong. BAEme mapdypago 4.

T Tepréyer o mapév VAL 00N YLOV

Ti eivan to Dabigatran etexilate Accord kot oo givon 1y xprion Tov
T npéner vo yvopilete mpv ndpete to Dabigatran etexilate Accord
I va napete o Dabigatran etexilate Accord

[MBavég avemBounteg evépyeteg

IMog va pvidooete to Dabigatran etexilate Accord

[epreydpeva g cvokevaciog Kot AOITEC TANPOPOpieg

ISR E NS .

1. T givon To Dabigatran etexilate Accord kot o givar 1 yprjon Tov

To Dabigatran etexilate Accord nepiéyet t dpaotikr ovcia £te&lkn dofryatpdvn Kot aviKeL GE puia.
OHAadO POPUAK®OV TOL OVOUALoVTOL AVTITNKTIKA. Apa epmodilovTag pio ovGio TOL OPYOVIGHOD TOL
EUTAEKETOL GTO GYNUOTIGHO OpouPov aipartog.

To Dabigatran etexilate Accord ypnoyionoteitol 6€ EVAAKEG yia:

- va omoTpéyel BpopPoug aipaTog oTov YKEPAAO (EYKEPUAKO ENTEIGOO10) KOl GAAL OLLOPOPO.
ayyeio. 6TO GO AV EYETE L0 LOPON AKOVOVIGTOV KApSLoKoy puOpod mov ovopdleton
un PaAPiotkn KoATIKN popUapLY Kot TOVAGYLIGTOV évav Tpodcbeto Tapdyovio Kivovvov.

- 1 Ogpamneio TV OpouPov aipatog oTic EAEPES TOV TOSUDY KoL TOV TVELLOVOV GOG KoL Y10, TV
TPOANY emaveupaviong Opoufov aipatog oTic PAEREG T®V TOSLDY KAl TOV TVELLOVOV GOG.

To Dabigatran etexilate Accord ypnoionoteitor o€ Toudid yo:

- ) Oepamneia TV OpouPov aipatog Kot yio v TPOANYN enaveppavions 0poupav aipatoc.

2. T npéner vo yvopilets Tpwv napete to Dabigatran etexilate Accord
Mnyv wapete To Dabigatran etexilate Accord

- e nepintwon aliepyiag otn ete&hkn daftryatpdvn 1 6€ 0TO100TOTE AAAO QIO TOL GVGTUTIKG
aVTOV TOV PAPUAKOL (AVOPEPOVTOL GTIV TOPAYPOPO 6).

- Xe mepintwon mov £YeTe GoPapd HEIUEVN VEPPIKT AgLTOVPYia.

- e mEPIMTOON TOL AULOPPAYELTE.

- Y& mepintwon mov Eyete acbévela o€ Gpyavo TOV GMUNTOC 1] 0TTOi0 ALEAVEL TOV KivOLVO
coPopng apoppayiog (7). EAKOg GTOUMYOV, TPUVHOTIGHO 1 ALLOPPAYID GTOV EYKEPOAO,
TPOCPOTIN YEPOVPYIKT ETEUPOCT) TOV EYKEPAAOV 1 TV 0QOUAUDY).



- e mepinton mov £yete aLENUEVT TAOT Vo aploppayeite. Avtr pumopel va eivon gite ek yevetng,
glte dyvootg artoroyiog 1 e&ontiog GAA®YV QOPUAKOV.

- Edv maipvete pdppoxa yio v aropuyn Téng Tov aipatog (m.y. Papeapivn, pipapoéaumdvn,
améapmavn N Nropivn), EKTOG amd TNV oAAOYN TG AVTITNKTIKNG 0y®YNG, OTAV £YETE 1L
OAEPIKN N APTNPLOKY] YPOUUT Kot AapfaveTe nrapiv HECH ALTAG Yol va. TN ST P|GETE
avoryt N 0Tav 0 KapdaKog puiuodg cog anokaficTaTol 6To PLGIOAOYIKO LEG® HL0G
enepuPatikng Tpdéng mov ovoudleTol KOTAAVOT e KOOETNPO Y10 KOATIKY] LOPLOPVYT.

- Xe mepintwon mov €yete coPapd pelwpévn NroTkn Agttovpyia 1 nratiky véco mov Oa
propovce mBavdg va tpokarécel Bavaro.

- Av Taipvete omd T0V 6TOUATOG KETOKOVALOAN 1| 1tpakovaloAn, pappoka yia tn Oepaneio TV
LUKTTIOCIKOV AOTUDEEMV.

- Xe mepinton mov TaipveTe amd TOV GTOUOTOS KUKAOGTOPIvVT, EVa PAPLLOKO Y10, TV TPOANYN
amOPPYNG OPYEVAV LETA OO PLETAUOGYEVOT).

- Y& TePINTOOT OV TOIPVETE dPOVESUPOVT, EVOL QPAPLLOKO TOL YPNCLOTOLEiTOL Yol TN Oepameia
TOV UM PUGLOAOYIKOV Kapdakoh puOpov.

- Xe mepintwon mov maipvete éva Tpoidv cuvdvacpol ykiekampeBipne/munpevracfipng, Eva
avTUKO QAPLOKO TOL Ypnoomoteitat yia tn Oepaneia g nratitdog C.

- Edv &yete AdPet teyvnn Kapdiokn PorPida n omoia amortel pdviyun apaimon tov aiplatog.

IIpogidomou|oelg kKo TPoPLAGEELG
AmevBuvbeite otov yatpd cog mpwv mhpete to Dabigatran etexilate Accord. Mmopei emiong va
YPEWGTEL VO WANGETE GTO Y1ATPO OOG KOTA TN SIGPKELD TNG AYWOYNG ME OLTO TO PAPUAKO E0V

EUPAVICETE COUTTOUOTO | AV TPOKELTOL VoL VTTOPANDeite oe eméuPacm.

Evnuepaote tov y1otpd oag v Exete 1 elyate 6to TapeAfov kdmoles KataoTtdoelg 1 achéveles,
101{TEPA KATOL0L ATtO QTG TTOV GLUUTEPILOUPAVOVTUL GTNV TOPOKATO AloTOL!:

- edv €xete avénpévo Kivévvo atpoppayiag, OTmG:

. gbv giyate apoppayia mpdseata.

. €qv €xete Kavel xepovpytkn agpaipeomn wotov (Ployia) Tov TELELTAIO UV

. € €xete vootel KAmo10 coPapd TPAVUATIGUO (). KATAYLO 0GTOV, TPAOLO KEPUANG 1)
0TO100MTOTE GALO TPAVLLO TTOV OTOLTEL YELPOVPYIKT EXEPPaON).

. €4V TAGYETE ATO PAEYLLOVT] TOV OLCOPAEYOL 1) TOV GTOUAYOV.

. €dv €xete TPOPANLOTA TOALVOPOUNONG YOOTPLUKOD VYPOV GTOV OLGOPAYO.

. €dv maipvere pdppoka mov Bo pmropovoay va avénoovy tov kKivovvo apoppayiog. BA.
«AMa pappaka kot Dabigatran etexilate Accord» mapakdto.

. €4V TalpVETE AVTIPAEYHOVDOON QAPLLOKO OTTMG OIKAOPEVAKT, IovTpoaivr, Tpodukdun.

. €dv mhoyete amd Aoipmén g Kapoldg (Paxtnplaxn evookapditida).

. €av yvopilete 0T £xete pHElOUEVN VEPPIKT AgLTOVPYia, 1| GV TACYETE 0 APLOATOOT (Ta

CUUTOUOTO GUUTEPTAAUPAVOLY aicOnua Siyog Kot LELOUEVEC TOGOTNTEG
GKOVPOYPOU®V (CUUTVKVOUEV®V) / d@pmODY 0Vp®V).

. gdv glote dvo TV 75 etmv.
. €av glote evilikag acbevig ko Luyilete 50 kg 1 Ayotepo.
. puovo gdv ypnotonoleitol yio Toudid: GV o modi el Aoipnmén YOpw amd Tov eYKEPAAO

N €vtOG TOV EYKEPAAOV.

- €4 €yete vootel kapdlokn TPOSPoAn 1 av €xel drayvwabei 6T Exete cuvONKeEC TOL AWEAVOLY
ToV Kivouvo va vrooTteite Kapdlokn TPoSPoAn).

- edv &yete oL NTATIKN vOoo, 1 omoia oyetileTon pe aAlayéc otig eEetdoelg aipatog. H ypron
AVTOL TOV PAPUAKOV dE GUVIGTATOL GTNV TEPIMTWOT OVTH.

Ipocé&te Waitepo pe to Dabigatran etexilate Accord

- g yperaletar va vofAndeite og yelpovpyikn enéupaon:



Xy nepintwon avtr, To Dabigatran etexilate Accord ypetdletat vo dtakonel Tpocmpvd
e€antiog avEnpévou Kvdhvou apoppayiog Katd T SLIpKELD Kol GOVTOUE LETE TNV eméuPaon).
Eivor moAd onuavtikd va ndpete to Dabigatran etexilate Accord mpwv ko petd ™ yeipovpykn
eméuPacn akpPag TIG DPES TOV GOG £XEL TTEL O YIOTPOS GOG.

- €dv pa xepovpykn emépfoon meprrapfdvel kobetpa 1 £veon 6T GTOVOLAIKT GTAAN Gag (TT.).
Yo emoKANPido avaicOncio/avaictncio pe evdoppayiaia £yyvon 1 peiwon tov wGVoL):
»  givor mold onuavtikd vo mapete to Dabigatran etexilate Accord mpwv kot petd
YEPOLPYIKN eMEUPAOT OKPIPDOG TIG MPEG TOV GOG EYEL TEL O YLATPOG UG,
" EVNUEPDOTE TOV YIOTPO GOG OUESMG €AV aoBavieite povdlooua 1 AdLVAIL TOV TOJIDOV
G0G 1 TPOPANUATA [LE TO EVIEPO 1] TNV 0VPOAOYO KOOTN GOG LETA TO TEPUS TNG
availctnociog, S0t etvan amapaitnn eneiyovca epovtioa.

- €4V TEGETE 1 TPOVUOTIOTEITE KATE TN d1dpKel Tng Oepameiag, Wiaitepa ov YTUTNCETE TO KEQPAM
cag. [Tapaxoieiote va {ntnoete emetydvimg 1atpikn gpovtido. Mmopel va ypelactel va
eEetaoteite amd éva yiatpo, kabdg pmopet va dtatpéyete avénuévo kivovvo arpopparyiog.

- av yvopilete 6TL TACKETE OO AVTIPOGPOMTIOIKO GHVOPOUO ([LLo. SLLTAPOYT TOV
OVOGOTOMNTIKOD GLGTILOTOS TOL TPOKAAEL avENpEVO Kivauvo oynuaticpol Bpopufov oto
aipa), evuep®oTe ToV Y1oTpd coc. Avtdc Ba amopacicet av ypelaletal vo aAlaete Oepamneia.

Al eappoxa ko Dabigatran etexilate Accord

Evnuepmote tov yiatpd 1| T0V QopUaKOTOL0 6ag €6V maipvete, £xete mPOGOATA TAPEL 1] Uopel va
mhpete dAla pdppoko. Edwkétepa, Oa Tpémel va ev|UEPDOGETE TOV Y10.TPO GAUG TPV TAPETE TO
Dabigatran etexilate Accord, gav maipvere éva a6 Ta QAPROKE TOV TAPOTIOEVTAL TOPUKATO:

- Dappoka oV HEMVOLY T dNovpyia Opoupwv aipartog (m.y. Bapeapivn, phenprocoumon,
A.GEVOKOLULOPOAT, NIapiv), KAOTIOOYPEAT, TPAGOLYPEAN, TIKaypeAdpT| , ptlapolaBdvn,
OUKETVAOGAMKVAIKO 0ED)

- Ddappoka yo. tn Oepameio LOKNTINGIKOY AOW®EEDV (7). kKeTokovalOAT, 1TpaKkovaloin) ekToOC
€dv epappoloviar pévo oto déppa

- Dappoka yro Tov P puetoAoykd kapdlokd pulud (m.y. apwdapdvn, dSpovedapdvr, Kividivn,
Bepamapiin).

Edv maipvete pdppoxa mov mepiéyovy Pepamapiin, o yiautpdg 6o Hnopet va 6og TEL vol
ypnowonoteite petwpévn 66om tov Dabigatran etexilate Accord avdioya pe v Tabnon ya v
omoia cuvtayoypageitol o €56G. BA. mapdypago 3.

- Dappoka Yo, TNV TPOANYT omdpPIYNG opYEvmY HETA OO LETOUOGYEVON (). TAKPOALOVG,
KuKAoomopivn)

- "Eva. mpoidv cuvovaouov ykiekompefipng/munpeviacPipng (€va avtitkd Qapuoko wov
ypnouonoteitan yio ™ Oepaneio tng nratitidag C)

- AVTIQAEYLOV®OT KoL TAVGITOVE QAPUAKO. (TT.). OKETVAOGOAIKVAIKO 0&V, 1ovpopaivn,
duchopevakn)

- Boloapdyopto (St Jonh’s wort — Hypericum perforatum) éva gutikd @appoxo yio v
KaTdOAym

- AVTIKOTOOMTTTIKG QAPLOKO TOL OVOUALOVTOL EKAEKTIKOT 0VOGTOAEIG ETOVATPOGANYNG
GEPOTOVIVIG 1] EKAEKTIKOL OVOIGTOAEIS EMAVATPOGANYNG CEPOTOVIVIG KOl VOPETIVEPPIVIG

- Prpapmikivn 1 khapifpopvkivn (800 avtifrotikd)

- Avtuxd edppoka yio to AIDS (m.y. prtovaipn)

- Optopéva eappoka yio Tny aymyn e emanyiog (m.y. KapPapalenivn, eovoutoivn)

Kinon kot Onhaopog

O1 emdpdoeig Tov Dabigatran etexilate Accord otnv eykvpocdvn Kot 6To ayEvvnto mondi dev givat
YVooTés. Ag O mpémel vo, TaipveTE dDTO TO PAPLOKO EAV EI0TE £YKVOG EKTOG EAV GOG GUUBOVAEDGEL O
10TpOG GOg OTL eivan AoPaAEG va To Tapete. Edv elote yuvaika o€ avamapayoyikn nitkio Oo tpénet va
amoPeVYETE Vo, peivete éykvog 660 didotnua Aaufdavere to Dabigatran etexilate Accord.



Agv Bo mpénel va OnAdlete 660 didotnua Aaupdvere to Dabigatran etexilate Accord.

O ynon ko yEPLoROS pNYaAvVNRATOV

To Dabigatran etexilate Accord dgv £yt yvoot enidpacm oty KOvOTNTA Y100 031 YNOT KoL XEPICUO
punyovnpuétov.

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

3. Iog va mapete To Dabigatran etexilate Accord

Ta oxAnpd koydxio Dabigatran etexilate Accord pmopotv va ypnoipomom0ody cg eviAKEG Kot
o018 NAkiog 8 eTMV Kot v ot 07010t Eival IKOVOL VoL KOTOTIOVY T KAWAKL OAoKANpa. YTTapyouv
GAAec KatdAANAeS avd NAkio 50GOAOYIKES LOPPES Yo TN Bepameia TAOIDV NAKINS KAT® TV 8 eTAMV.

[Tévtote va TaipvETE TO QAPLOKO CVTO CVOTNPA COLPOVA LE TIC 00T YIEC TOL YaTPO Goc. Edv &xete
apQPoAiEC, POTAGTE TOV YIOTPO GOG.

ITapre o Dabigatran etexilate Accord 0rmg cvoTiveETOL Y10 TIG 0KOLOVOES KATAGTAGELS:

[IpdAnyn ardepoéng oryyeiov ToL EYKEQAAOL 1 TOV CMUOTOS 0t oynuotiopnd 6pdufov aipotog wov
OVOTTTUOGETOL LETA OO U1 QUGLOAOYIKO Kapdloko puOud kot Oepomeio twv Opoufmv aipatog oTic
QAEBEC TOV TOOIDV KOl TOV TVELUOVOV GOC, CLUTEPIAOUBOVOUEVNC TNE TPOANYNG ETAVEUPEVIONC
Opoupov ainotog otic EAEBEC TV TOSDV KOl TOV TVELUOVOV GOC

H ocvvietduevn d6om givar 300 mg AapPavoueve og Eva kaydakio Tov 150 mg 6vo @opés Tnv nuépa.

Edv eilote 80 gr@v 1) peyarvtepog/n, n cvvictdpevn 60om etvor 220 mg Aapfavopeva mg éva
Koy ako Tov 110 mg 600 popéc v nuépa.

Eav Aapfavete gappaxa wepiéxovv fepamapiin, tpinet va oppdavete ) petwpévn 66omn Dabigatran
etexilate Accord tov 220 mg Aaufavoueva og éve kaydkio Tov 110 mg 600 gopéc v nuépa,
KkaOdg o kivouvog apoppayiog uropei va avénbei.

Edv &yete éva ovvnTIKE VYNAGTEPO KivOuvo arpoppayios, o yloTpog cog UTopel Vo, amopacicel va
GUVTAYOYPAPNGEL Lo d0on TV 220 mg Aapupavoueva og éva koyakio Tov 110 mg 00 popég Tnv
nuépo.

Mmropeite vo GUVEXICETE VO TAIPVETE AVTO TO PAPLOKO EAV 0 KAPIIOKAS puOUOG cag ypetdleTal va
amoK0ToeTo0EL 6TO PLGLOAOYIKO HEGH OG ETEUPATIKNG TPAENG TOL OVOUGLETOL KOPOOUETATPOT N
pécm oG erepPotikng Tpaéng mov ovopdletal katdlvon e kabeTnpo Yo KOATIKN HOpUApOYY.
Taipverte to Dabigatran etexilate Accord cOupava e T 001yieg ToV Y1aTpoD Gog.

Edv &yet tomobemBei éva 1atpoteyvoroyikd mTpoiov (evoompdbeon)) oe Eva apoPdpo ayyeio yio va to
datnpet avoytd og e exepPatikny Tpdén Tov ovopdaletat Sladep Ky otepaviaio TopiuPacn pe
tonobétnon evdompdBeonc, unopeite va Aafete Ogponcio pe Dabigatran etexilate Accord agov o
YWTPOG GOG 0moPaGicel 0Tt £yl emttevydel puo10A0YIKOG EAeyy0G TS TENC ToL aipartog. [aipvete To
Dabigatran etexilate Accord cOpemva. e Tig 0NYieg TOV YIOTPOL GAg,.

O¢gpaneia TV OpduPuv aiporoc Kot TpOANWN Erovep@avions 0pouBav ainotoc g Toudid




To Dabigatran etexilate Accord apénet vo Aappdaveror dvo @opic v nuépa, pio d6om o TPOI Kot
pia 0601 to Ppddv, mepimov v idwo dpa kabe pépa. To ddotnpa petald Tmv 06Ge®mV TPEMEL va. givat
0G0 TO dLVOTOV T1o KoVTd 6T 12 dpec.

H ocvvietdpevn d6om e€aptatan amod to Pépog kot Tnv nAtkia. O yuorpds cag Ba kabopicel ) cwot)
d0oom. O yiatpog oag pmopel va Tposapprocet T SO0 Katd Ty mopeia g aywyns. Zuveyiote va
YPTOLLOTOLEITE OAOL TOL AAAL PAPUAKA GOG, EKTOG EAV O YIOTPOG OOG OPIGEL VO, GTALOTIGETE VO
YPMOLOTOLEITE KATO10 O AVTA.

O ITivaxag 1 mapovoidlel v panal kot T GLVOAKN nuepnota 66om Dabigatran etexilate Accord e
yhootdypoppa (mg). Ot d6celg eEaptdvtol and 1o Bapog og yidypoupa (Kg) kat v nikia og £

Tov acBevoic.

[Mivaxog 1: [Tivakag docoroyiog yio to kaydkio Dabigatran etexilate Accord

Yuvovacuoi fapovg/mMkiog E@dnag 66on YuvolKI| nuEpT oLl

Bapog o€ kg HMlkia og £t oe mg 0061 o€ mg

11 émg Myotepo amd | 8 £wg MydTtepO amd 75 150

13 kg 9 etdhv

13 émg Ayotepo amd | 8 €wg Aydtepo amd 110 220

16 kg 11 etoov

16 émg AMyotepo amd | 8 £wg AMydTtepO amd 110 220

21 kg 14 e1ov

21 émg Myotepo and | 8 Eémg Aydtepo amd 150 300

26 kg 16 etov

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

31 kg 18 etov

31 émg Ayotepo amd | 8 €wg Aydtepo amod 185 370

41 kg 18 e1ov

41 éoc Myotepo and | 8 Eémg Aydtepo amd 220 440

51 kg 18 etdv

51 émg Ayotepo amd | 8 £wg AMydtepO amd 260 520

61 kg 18 e1ov

61 émg Myotepo amd | 8 £wg MydTtEPO Omd 300 600

71 kg 18 etdv

71 émog Ayotepo amd | 8 £wg AMydtepO amd 300 600

81 kg 18 e1ov

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

Epdna& d6cg1g mov anottodv cuvOVAGHOVS TEPICCOTEPOY TOV EVOS KOWOKIMV:
300 mg: dvo koydkio 150 mg 1
Téooepa Koayakio 75 mg

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

220 mg: ¢ dvo kayaxkio 110 mg

185 mg: oG éva kaydxio 75 mg ovv éva koydakio 110 mg

150 mg: ¢ éva kaydko 150 mg 1

dvo kaydkio 75 mg

ITag va mapete To Dabigatran etexilate Accord

To Dabigatran etexilate Accord propei va Aappdavetar pe 1 xopic tpoeh. To koydkio tpénet va
KOTAMIVETOL OMOKAT PO LE EVOL TTOTNPL VEPO, Y10, VO SoPoMGOEL 1| pLETOQOPA 6T0 GTopdyl. Mn)
ouvOXiPete, pacdte N adeldleTe T0 GPALPIGLO A0 TO KWKo KOOMS anTd pmopel vo avénoet tov
Kivduvo aipoppayiog.



Alhayn aviunkTikig Ogpaneiog
Xwpic €101kn KaBodNynon amd tov yiatpd oug unv oAAAEETE TNV avTuTnKTIKn Oepaneia cog.
Eav napete peyarvtepn 606n Dabigatran etexilate Accord amé tnv kavovikn)

H Ay vepfoiikng 666mg avtod Tov papudikov avédvet Tov Kivouvo apoppayiog. Emikowveovhote
LLE TOV Y10TpO GOg AUESMG AV ExeTe TAPEL LIEPPOAKO 0pBUd Kayokimv. AtotiBevion 101Kég eMAOYEG
Bepamneiog.

Eav Eeydoete va mapete 1o Dabigatran etexilate Accord

Mo d60m Tov Egxdoate va Tapete umopel vo ANl Emg Kot 6 dpeg TPV TNV EXOUEVN
TPOYPOUUATIOUEVT dOO.

Mo 86om Tov Egxdcate mpémet vo TopaineBel edv o evamopévov xpdvog etval KATo TV 6 opmdv Tptv
TNV ENOUEVN TPOYPAUUATIGUEVT dOOT).

Mnyv dimhacldoete o 606N Y10 Vo, AVOTANPMOGCETE T 0061 1oL EEXACOTE.

Eav otapaticete va maipvere to Dabigatran etexilate Accord

AdPete to Dabigatran etexilate Accord axpifdc 6mo¢ cag cuvtayoypapeitol. Mn GTOUATAGETE VO,
TOPVETE OVTO TO PAPLOKO YWPIG VAL EVILEPDCETE TPMTA TOV YIULTPO GAG, O10TL O Kivouvog dnpiovpyiog
Opoupov aipotoc umopei va givar vynAdGTEPOG €0V oTANOTNGETE TN Bgpameia TOAD vopig.
Emkowoviote pe tov yiatpd oag edv mapovctdcete dvomeyia petd  Aqyn tov Dabigatran etexilate
Accord.

Edv éxete meplocdTEpEG EPOTNCELG GYETIKA LLE T YPNOT] AVTOL TOV QUPHUAKOV, POTHGTE TOV Y10TPO 1)
TOV QOPLOKOTOLO GOG.

4, IIBavég avemBOUNTES EVEPYELES

Onwc 6A0 To appoKa, ETCL Kol aLTO TO QAPUAKO UTOPEel va TpokaAéoel avemBUNTES EVEPYELEG, AV
ka1 0gv Tapovoldlovral 6 GAOVG TOVE avOPOTOLG.

To Dabigatran etexilate Accord exnpedlet v mHén Tov ainatog, £T61 01 TEPIGGOTEPEG AVETOVUNTEG
gvépyeleg oyetiCovton pe onpeio 6nwg poHronreg n apoppayio. Meiloveg | coPfapéc apoppoaryieg
umopei va GupPolv, autég amoTeAovV TIC TEPIEGOTEPO GOPapég avemBOUNTEC EVEPYELEC KL,
ave&apTNTOG TOL ONUEIOV EVIOTIONG, UTOPEL VO 001 YICOVV GE avamnpio, ameANTIKES Yo Tn {on 1
axopa kot Qavatnedpeg ekfaoelc. Xe opioUEVEG TEPUTTMOELS AVTEG OL OLUOPPOYIES Umopel vo unv eivat
gpQaveis.

Edv gpoavicete onmotodnmote cupPdv apoppayiog To onoio 6 oTOUATA LOVO TOV 1] OV EUQOVICETE
onuadia ektetapévng atpoppayiog (e€apetikn advvopia, KéTwmon, @ypdmra, (AN, Kepahoiyia )
ave&nynro oidonpa) cvpfovievteite dupeca to YaTpd cag. O YaTpOg GOG UTOPEL VO ATOPUCICEL VO, GOG
€XEL VIO GTEVOTEPT TTOPpOKOAOVONGON 1| Vo 0ALGEEL TO PAPHOKO GOG.

Evnuepaote 1o ylotpd oag dueca, ov epeavicete pio cofapn aAlepyikn avtidpacn 1 owoio TpokaAel
dvokoAia oty avomvon 1 CaAn.

ITBavéc avemBounteg evépyeleg ival KATOyeyPOUUEVES TAPOKAT®, OUASOTOMUEVES KATH TO TOGO
oLYVE propel voL ELPAVIGTOUV.

TIIpdAnyn amdopaénc ayyeiov Tov eYKEQAAOL 1) TOV cOUOTOC artd oynuoticud Opoupov aipatoc Tov
OVOTTTUGGETOL LETA Atd U1 QUGLOAOYIKO Kapdlokd puoud

Yoyvég avembounteg evépyeteg (umopet va emmpedcovy émg 1 otovg 10 avOpdmovg):



- Awoppayio uropei va copPel omd ™ pdt, 6T0 GTOUAYL 1 0TO EVIEPO, Ad TO TEOC/TOV KOATO 1|
™V ovPoPHPO 050 (GLUTEPILAUPAVOLEVOL TOV QipLATOG GTO 0VPa. TTOL Ypwpatilel Ta ovpa pol N
KOKKIVQ) 1 KAT® 0o To dEpLa

- [Mtdom otov apBud tv epupdv apocEPi®Y 6To aipa

- [16vog otnv KotMd 1| 6To GTOUAYL

- Avoreyia

- ZuyvEG LOANKEG 1) VOAPEIC EVTEPIKES KIVIOELG

- AloOnpo adiabeciog

Oy ovyvég avemBOunTEC evépyeleg (Umopel va ennpedoovy £wg 1 otoug 100 avBpdTov():
- Awoppayia

- Awoppayia propei va copPet and Tig apoppoides, and 1o opBo 1 otov eyKEQULO

- Anpovpyio oLOTOUOTOG

- Brjyog mov mepi€yet aiplo 1| TTOEAN YPOUATIGUEVO GTO XPDO TOV CULOTOC

- [Itcdon otov apBud tev aponetaiiov cto aipja

- [Ttdon oty mocodTTA TG ALposPatpivng oto aipa (n ovsio TV epudpmdV aoceapiny)
- Alepyucn avtidpaon

- EoeViKn aAAoyn Tov dEPHOTOG 1) OOl EXNPEALEL TO XPDOUO KOl TNV ELPAEVIGT) TOV

- Dayovpa

- "EAxog ot0 oToud)L 1} 6TO £viEPO (GUUTEPTAAUPAVOUEVOL TOL EAKOVG GTOV O1G0QAYO)
- dLeypovn oTOV 0160QAYO0 Kol TO GTOUAYL

- [oAwvdpodunomn yaoTptkod vYPOL GTOV 01G0PAY0

- "Epetog

- AvckoAia 6TV KaTdmoo

- Acvvi0ioTa pyasTnploKd OmOTEAEGHLOTO TNG NTATIKNG AEIToVpYiag

Yrawvieg avembounteg evépyeteg (Umopei va ennpedcovy £mg 1 otovg 1.000 avOpadmovg):

- Awoppayio Tov umopei va cupufel o€ pia dpbpwon, and pia yepovpyiKn Toun, amd £va, TPOV,
Ao TO GNUELD EIGO00V oG £veong 1| amd to onpeio 10600V evog kabetnpa og o AERA

- YoBapn aAlepykn avtidpacn N onoia tpokaAel duckoAia oty avamvon 1 (ain

- Yofapn aArepykn avtidpacn 1 onoio TPOKAAEL 01OTILO TOV TPOGMITOL 1| TOV ANV

- Agppoticd eEAvONUO LE YopOKTNPIOTIKA GKOVPA, KOKKIVEL, VIEPLYMUEVE, KVIOMTIKA TpN&itaTa
OV TPOKOAELTAL OO OAAEPYIKT QVTIOpOOT

- Meimon 6tV avaAioyio T@V KVTTAP®V TOL OiUATOg

- AvEnuéva nratikd Eviopa

- Kupiviopa tov déppatog 1 Tov AguK0D TV HOTUDV, TOL TPOKOAEITAL AT TPOPANLLATE TOV
NTATOC 1} TOV O{LLOTOG

Mn yvootég (n cvyvotnta dev pmopet vo ektiun el and to drabéoipa dedopévar):

- AVGKOAi0, GTNV OVATTVOT 1] GUPTYUOC

- Mewnoeig Tov aplfuov 1 akopa Kot EAAENYT AeVKOV apoc@atpiov (to onoia fonbovv oty
KATOTOAEUNON AOIUDEEDV)

- Tpydntmon

e o KMvik Sokipn 1o mocootd kapdiakmv tpocPoiav pe Dabigatran etexilate Accord ftav
apuNTIKd VYNAOTEPO 0d avTo TG Pappapivine. H cuvoAikn epupdvion frav younis.

O¢epaneia TV OpduPuv ainotoc 6Tic EAELEC TOV TOODV KUl TOV TVELUOVOV GOC,
ovurepriopufavousvng e TpdInwne eraveupdvionc 0pduPwv ainatoc otic OAEPEC TOV TOOIDV GOC
KOV TOV TVELUOVOV GOC

Yoyvég avemBounteg evépyeteg (Umopet va emmpedosovy émg 1 atovg 10 avBpdmovg):

- Ayoppayio propei va copPet omd T PO, 6TO GTOUMYL 1 0TO £VIEPO, amd To 0pBo, Amd TO
TEOC/TOV KOATIO 1 TNV 0VPOPOPO 080 (GUUTEPIAUUPOVOUEVOD TOV GILOTOC GTO 00PN TTOV
ypouatilel To ovpo pol 1| KOKKIVA) 1| KAT® 0o TO dEpua

- Avoneyia



Oy svyvég avemBounteg evépyeteg (umopel va ennpedoovy éo¢ 1 atovg 100 avBpdmovg):

Awoppayia

Awoppayio uropei va copPel péoa og pio GpBpwon 1 amd £vay TPOVUATIGHO
Awoppayio uropei va copPel omd TIg apoppoioeg

[Itcdon otov apBuod tev epufpdv aosPapiny 6To aipo

Anpiovpyio opoTOUOTOG

Brjyog mov mepi€yet aiplo 1| TTOEAN YPOUATIGUEVO GTO XPDLO TOV CULLOTOC
Allepyucn avtidpaon

EaeVvikn alioyn Tov dEPLOTOG 1) oTtoia EnNPEALEL TO YPMUA KOt TNV ELPAVIOT] TOV
Dayovpa

"Elxog 6t0 6Toud)L 1} 6TO0 £viEPO (GUUTEPTAOUPBOVOUEVOL TOL EAKOVG GTOV 01G0PAYO)
DLeypovn 6ToV 0160QAY0 Kol TO GTOUAYL

[MoAwvdpdunomn yaoTptkod VYPOD GTOV 01G0(PAY0

AioOnuo adiabeciog

"Epetog

[T6vog otnv KotMd 1| 6To GTOUAYL

ZuyvEG LOANKEG 1) VOOPEIC EVTEPIKES KIVIGELC

Acvuvi01oTa pyasTnplaKd OmOTEAEGHOTO TNG NTATIKNG AEITovpYiag

AvEnuéva nratikd éviopa

Yrawvieg avembounteg evépyeieg (Umopei va enmpedcovy Emg 1 otovg 1.000 avOpadmovg):

Ayoppayia mov pmopei va cupfel and pia yeipovpykn toun, 1 omd 1o onueio 16650V Lag
éveonc N amd to onpeio £10660v evog kabetnpa oe pio PAER 1 0Td TOV EYKEQPAAO

[Mtdomn 6tov apBud TV aporeTaMoy 6To aipo

Yofapn arlepyn| avtidpaon 1 onoia mpokaAel duokoAia oty avamvon 1 Lain

Yofapn aAlepykn| avtidpaon 1 onoio TPOKAAEL 01010 TOL TPOGHOTOL 1) TOV AULUOV

Agppotikd eEAvONUO Pe YOpOKTNPIGTIKG GKOVPA, KOKKIVE, VIEPLYMUEVE, KVIOMTIKA Tpnéitota
IOV TTPOKOAELTAL OO OAAEPYIKT AVTIOPOOT

AvckoAia oty Katdmoon

Mn yvootég (n cuyvotnTa dev pmopet vo ektiun0el omd to dtabéoipa dedopévar):

AvcKoAio 6TV 0vVOTVOT 1 GLPTYUOGC

[Itdom otV TocoTNTA TG AULOCPUIPIvIG 6TO aipd (1 ovsia TV epLOPGV aLocEAPimY)
Meimon 6tV avaAioyio T@V KVTTAP®V TOL OiUATOg

Meihoelg Tov aptfpod 1 akopa kot EAAEyYM AevKdV apoc@alpiov (to onoio Bondovv oty
KATOTOAEUNON AOIUDEEDV)

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

Tpydntmon

210 KAWVIKO Tpdypoppo T0 T0c00TO Kapdlakdv tpocfoAidv pe Dabigatran etexilate Accord ftav
VYNAOTEPO Omd avTd TG Papeopivne. H cuvorikn eppdvion frav younin. Asv topatnpndnke
AVIGOPPOTIO. GTO TOGOGTO KAPIK®Y TPocsPoimv 6Tovg acbeveig mov élafav Bepoameio pe dabigatran
&vavtl Tov aoBevav mov Edafav Oeparmeio e EIKOVIKO QAPLLOKO.

O¢epancia Ty OpduPwv aiporoc Kot TpdOANYN eroven@avions 0poufuyv ainotoc o€ Todid

Yoyvég avembounteg evépyeteg (umopet va emmpedcovy Emg 1 otovg 10 avOpdmovg):

[Ttcdon otov apBud v epufpmdv aocPaPinY GTOo aipa

[Ttcdon otov apdud TV aponeTaAiny 6To aita

Agppotikd eEAvOnuUO pe YopoKTNPLOTIKG GKOVPA, KOKKLVE, VITEPVYMUEVE, KVIOMTIKG Ttpnéitota
OV TTPOKOAEITAL OO OAAEPYIKT AVTIOpOOT

EapViKn oAAayn ToL dEPHOTOG 1) OOl EXNPEALEL TO XPDLO KOl TNV ELPAVIGT) TOV

Anpovpyio dLOTOUOTOG

Pwoppayia

I[MoAwvdpounon yaoTptkov vYpol GTOV 01G0PAY0

"Epetog



- AicOnpua adbeciog

- 2OYVES LOAAKES 1 VOAPEIC EVTEPIKES KIVIGELG
- Avoreyia

- Tpiydntoon

- AvEnuéva nratikd éviopa

Oy ovyvég avemBOunTeC evépyeleg (Umopel va ennpedoovy £o¢ 1 atovg 100 avBpdmovg):

- Meiwon tov aptBpov Aevkdv cpocpatpiov (to oroia fondovv oty Katamolépunon
AodEemV)

- Ayoppayio propel va cupPel 6To oTopdyL 1| 6TO EVTEPO, OO TOV EYKEPOAO, 0td TO 0pBO, Ao
TO TTE0G/TOV KOATO 1 TNV 0VPOPOPO 006 (GLUTEPIAAUPAVOUEVOD TOV GILOTOC GTO OVPOL TTOL
ypopatilel Ta ovpa pol 1| KOKKIVA) | KAT® 0md TO dEpUa

- [Mt®om 6tV TosOTNTA TG AIOCEUIPIvIG 6TO aipa (1] ovsia TV epLOPOV UHOGEUPIDY)

- Meiwon oty avoloyio T@V KUTTEP®MY TOV OiOTOC

- Dayovpa

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

- [16vog 6TV KOG 1] GTO GTOWAYL

- DLeypovn 6TOV 0160(QAY0 Kol TO GTOUAYL

- Allepyucn avtidpaon

- AvckoAia 6TV KaTdmoo

- Kurpiviopa tov 6£ppatog 1 Tov AEVKOD TV UATIDV, TTOL TPOKAAEITOL 0O TPOPAALATO TOV
NTaTog M TOL AiATOG

Mn yvooTtég (n cuyvotnTa dev pmopel vo ektiun el omd to dtaféoipa dedopévar):

- "EAAenym Aevkodv apocoatpiov (to onoio fonbovv oty katamoléunon Aoumiemv)

- Yofapn arlepyn| avtidpaon 1 onoia mpokaAel duokoAia oty avamvon 1 Lain

- Yofapn aAlepykn avtidpacn 1 onoio TPOKAAEL 01OTILOL TOV TPOGMITOL 1| TOV ACLLOD

- AvGKOAio, 6TV OVOTVOT 1] GUPTYUOC

- Ayoppayia

- Awoppayio Tov umopei va cupPei o€ pia dpbpmon 1 omd Eva Tpadua, omd pio YEPOVPYIKN
TOUN, N 070 TO GNUELD €GOS0V Log £veong 1| amd To onueio 10660V vog kabetnpa ce pia
AP

- Ayoppayio propei va copPet omd TIc opoppoioeg

- "Elxog oto oToudyt | 670 £vigpo (GUUTEPTAOUPBOVOUEVODL TOV EAKOVG GTOV O1G0(PAY0)

- Acvvi0ioTa pyacsTnplaKd OTOTEAEGHLOTO TG TATIKNG AEITOVpYiag

Ava@opd avemOOuNTOV gVEPYELAOV

Edv mapotnproete Kamolo, avemBountn evépyeia, EVIUEPMDGTE TOV YIATPO 1 TOV QUPLOKOTOLO GOGC.
Av10 1oyt Kot Yo kéBe mbavr avemBountn evépyela mov dgv avagEPETAL 6TO TAPHV GUALO 0dNYIDV
ypnons. Mropeite eniong va avagépete avembounteg evépyeleg anevbeiog otn devbvvon:

EArada

EfBvikog Opyaviopog ®apuakmv
Meooyeiov 284

GR-15562 XoAlapyog, ABnva
TnA: + 30 21 32040380/337
da&: + 30 21 06549585
Iotétomog: http://www.eof.gr

Kvmpog

DopuaKeVTIKEG YINPETieg
Ymovpyeio Yyeiog

CY-1475 Asvkooia

Tnh: +357 22608607

Dag: + 357 22608669

Iotdtomog: www.moh.gov.cy/phs.
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Méow® G avapopds avemBounTmy evepyelmy uropeite va fondncete 6T GLALOYN TEPIGGOTEPWOV
TANPOPOPLOV GYETIKA LLE TNV OCPAAELN TOV TOPOVTOG PUPLUAKOV.

5. Mo va pvidosoere To Dabigatran etexilate Accord

To @dppoxo ovtd Tpémel va PLAACCETAL GE PLEPT] TOV gV TO PAETOVY Kol O&V TO POAVOLY TOL TOdLA.
Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG OV avapEPETAL GTO KOVTL, GTNV
KOWEAN Kot 6T eéAn petd 10 «EXPy». H nuepopnvia Anéng etvar n tedevtaio nuépa Tov pUiva mov
OVOQEPETAL EKEL.

dvrdoocete o€ Beppokpacio pikpotepn twv 30°C.

Koyéhn: Dvidoocete oTny apylkn GLGKEVAGIO Y10l VO TPOGTATEVETAL OO TNV VYPACIA.

DugAn: Metd 1o TpdTo dvotypa, 1 eéAn puropet va ypnotponombel ent £mg ko 60 nuépes.

Mnv metdte ApUOKa 6TO VEPO TNG OMOYETELOTG 1) OTA OKLOKA amoppippata. Pothote tov
(OPLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLLAKO TTOL JEV YPMGLUOTOLEiTE T AvTtd T pétpa Ba
BonBnocovv oty Tpoctacia Tov TEPPAAAOVTOC,.

6. Iepreydpeva TS 6LOKELAGIOG KL AOUTTEG TANPOPOPiEg

T epiéyer To Dabigatran etexilate Accord

- H dpactikn ovcia eivar To dabigatran. Kabe oxinpd koydkio mepiéyel 150 mg ete&ihikn
dapryatpavn (og mesilate).

- Ta dGAAa cvuotatikd givar tpuywkd o0& (E334), vepopeiroln (E464), téikng (ES53b),
vdpoéumpomvrokvttapivn (E463), vatprovyog kpookapueAAdln (E468) kot poyviolo oteatikd
(E572) (B\. mapdypago 2).

- To kéAveog Tov kKayakiov mepiéyet dto&eidto titaviov (E171) wdikokapuivio Kot vipopeAloln
(E464).

- To povpo pehdvi ektonmong mepiéxet koppen Aakkag (E904), mporvievoyivkoin (E120),
péray o&eidio odnpov (E172) kot vépoleidio tov koriov (ES525).

Ep@avien tov Dabigatran etexilate Accord ko agpileyépeva TS GVEKEVAGTNG

To Dabigatran etexilate Accord 150 mg oxAnpd kaydxio givor peyéBovg «0» (mepimov 22 x 8 mm) pe
AEVKO AdLOPAVEC GO0 EVTUTOUEVO UE TO OUPBOAO «MD» Kot AgVKO, AdAPUVEG COUN EVTUTOUEVO UE
70 GOUPOAO «150» e LOPO HELAVL, TTOV TTEPLEYEL LETYLLOL AEVKDV MG KITPIVOTOV GOULPLdimV Kol

KOKKI®V avotyToL KiTptvou YpOLOTOC.

To Dabigatran etexilate Accord 150 mg oxAnpd kawydxio diatibetor o OPA/Alu/Enpavtikd PE-
PET/AIW/PE nov mepiéyovv 10, 30, 60 ko 180 okAnpd koydxio 6 KOUTi.

To Dabigatran etexilate Accord 150 mg oxAnpd kowdxkio diatibetor oe dSLUTPMTEG KOYELEC LOVIG
d6onc OPA/Alu/Enpavticd PE-PET/AIU/PE mov mepiéyovv 10x1, 30x1, 60X1 war 180X1 okAnpd

KOyAaKlo 6€ KOUTL.

To Dabigatran etexilate Accord 150 mg oxAnpd kaydkia SiatiBetol 68 CLGKEVAGIEC TOV TEPIEXOLV
OLAAEG TOALTPOTVAEVIOL TTOV TEPIEXOVY 60 GKANPA KOy aKLo GE KOUTI.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVAGIES.
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Karoyog Adsrog Kvkhogopiog

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia

Hopaokevaoctiig

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

95-200, Pabianice, [ToAmvia

Pharmadox Healthcare Limited
KW20A Kordin Industrial Park,
Paola PLA 3000, MdaAta

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

I'o omoladnmote TANPOPOPia. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amgvbuvleite otov TomKd avTmpdowmo Tov Katdyov g Adstog Kvkhopopiog:

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 mapov HALo 0dNYLAV xpHoNS avadcmpOnke Yo TelevTaio gopd oTic 12/2023

Agntopepeic TANpoopieg Yo To papraKo avtd givar dtabéoiuec 610 dikTLaKS TOTO Tov Evpmmaicod
Opyaviepod ®opudkev: http://www.ema.europa.eu/.
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