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Ta @appokeuTik@ okegudoparta omiaptravn (Eliquis), dafiyarpdvn eredihikry (Pradaxa),
evrofaptrdavn (Lixiana/Roteas) kai pifapogaptrdvn (Xarelto) 8& ouviotwvrol o aoBeveic pe
avTIQWOPOAITTIOIKG cUvEpopo Adyw Tou iBavou aufnuévou KiviUvou Yia utroTpoTridovTa
BpopBwTIKA eTTEICOBIA

AgioTipe ETrayyeAparia Yyeiag,

01 Katoxor Adeiag Kukhogopiag Bayer AG, Daiichi Sankyo Europe GmbH, Boehringer Ingelheim
International GmbH, Bristol-Myers Squibb/Pfizer EEIG ot gupguwvia pe tov EupwTtaikd Opyaviouod
®appdkwv (EMA) kal Tov EBvikd Opyaviopd Qapudkwy (EOP) 6a BEAaLE va 0ag EVNHEPWOOUNE YIX
Ta akoAouBa:

Mepirnyn

e Ig aoBeveig pe 10TOPIKG BpopBwang pe Slayvwopévo avTipwao@oAmdiké clvdpopo
(antiphospholipid syndrome, APS), n xpfion tng piBapofaptrdavng £Xel CUoXETIOBE pe
auénpévo Kivduvo £HQAviong umrotpomialdoviwy BpouBwTrikwy emelgodiwv o€
ooOykpion pe TN Xprion Bap@apiving. Ta Aoimd dueca Spwvrad A6 TOU OTOUATOS
avTiTiNkTikG (direct oral anticoagulants, DOACs) (amifoptrdvn, evrofaptmdvn Kal
Safryarpdvn eTe€IAiki) evOEXeTal Vo CUOYXETI{oVTOl HE Trapopoia aufnuévo Kiviuvo
eu@avions umotpomiaddviwy BpopfwTtikwy cmeigodiwy, of oUYKPIGN HE TOUug
avTaywvioTég Tng Bitapivng K 6mmwg n Bapeapivn.

¢ Toa DOACs &t cuvioTwvTal Ot aoBeveig pe avTiQwo@oAmdiké olUvdpouo, IdIaiTepa oE
acBeveic uwnAol kivdivou (oToug acoBeveig TTou BpéBnkav BeTIKOI Kol OTIG TPEIG
BokIpACieg EAEYXOU QVTIQWOPOAITISIKIV GVTICWHATWY — OVTITTNKTIKG TOU AUKOU,
QVTIKOPSIOAITTIVIKG aVTIOW HOTA KOl OVTICWUATA £vavTi TNS B2 -YAUKoTTpwTEivg ).

e Kalsiote va afiohoyrfjoete gdv eival evdedaypévny n ouvéxion Tng Oepatreiog oe
acBeveic pe APS umé oaywyn emi Tou mapoviog pe éva DOAC yia mpoAnyn
BpopBosuBoAlkwyv emeicodiwy, 181aiTepa o acBeveic uwnAoU Kivdivou, kol va
eCETACETE TNV EMIAOYI] VO OTPAQPEITE OL évav avTaywvioTh Thg Pirapivng K.

lMAnpogopicss avagopikd ps ra Béuara acpdaisiag

To emimedo Tekunpiwong Tou au§nuévou KIVBUVOU UTTOTPOTTIAlOVTWY BpoUPWTIKWY ETTEICOdiWY OF
aoBeveig e didyvwon APS eival SIa@opeTIKG HETOEY TV EPTTOPIKG SIABECIUWY GUECT DPWVTWY OTTO
TOU OTOpaTOG avrimnkrikwy (DOACs). ETi Tou Trapdviog, Sev UTIAPXOUV £Tapkr] Sedopéva o
otrolodnmote DOAC Trpoc@épel £TTapkl TTpooTacia ot doBeveic pe diayvwopévo APS, cidika oe
agBeveig og pdeyahuTepo Kivduvo yia BpouBospfoiikd emeicddia. Ae guviotdral n xprion twv DOACs
O€ auToUg TOUG aoBeve(g.

PiBapotapmdvn:  og  pi  TUXCIOTTOINPEVN,  TTIOAUKEVTPIKK,  QVOIXTHS  €mofdavang  HEAETN
Xpnuotodotoupevn atmd Tov epeuvnthy (TRAPS, (eyyeypappévn oTo www.clinicaltrials.gov wg
#NCTO02157272; o&nuogisuon: Blood. 2018 Sep 27;132 (13):1365-1371) pe Tu@AoTIOINUEVN
aglohoynon TeAikoU anpeiou , n pifapofauTravn ouykpiBnke pe Tn Papgapivn ot aoBeveig PE I0TOPIKO
Opoupwaong, dlayvwaopévwy pe APS kal uwnhou kivdovou yia BpopBosuBolikd emeicddia (TTou
Bpélnkav dlapkwg BeTIKOI KOl OTIG TPEIG DOKIPOTIES EAEYXOU QVTIQWOQONTTIBIKWY avTiowudTwy). H
HEAETH  TepuaTioTnke Tpdwpa  peTd v éviagn 120 aoBevwv, Aoyw augnuévou apiBuol
OpouPoepfolikiyv emeicodiwy ot aoBeveic oto akéhog NG pifapotaptravng. H péon Sidpkea
TrapakoiolBnong frav 569 nuépsg. Mevivta evvéa (59) aoBeveig TuxaiotTroINBnKay ot PIBAposauTIavn



20 mg (15 mg yia aoBeveic e kGBapon kpeatvivng <50 mL/min) kal e§AvTa évag (61) e Bapeapivn
(INR 2,0-3,0). ©@popuPocufoAikd ermreioddia onueibdnkay oe 12% Twv aoBEVWIV TUXAIOTTOINUEVWY OF
PIBapOEaTIGVT (4 I0XAIPIKG ayYEIOKA EYKEQOAIKG £TTEICODIO KOl 3 EUPPAYHATA PUOKapdiou). ZToug
aoBeveic TTou TuXaloTTOIBNKaV OTn Bapeapivn dev avagépbnkav BpouBotUBOAIKG  ETTEIOGBIAL
Etreioddio peifovog aipoppayiag onueliBnke ot 4 aoBeveic (7%) Tng opadag NG pifapotauttavng Kai
ot 2 aoBeveig (3%) Tng opddag Tng Bappapivng.

Ami§apTrdvn, evrofapTtdavn kal dapiyatpdvn eTe€INK: Ta diaBEoiya dedopiva Yio auTd To OKEUAaUATA
gival o TTepIopIopEva, KaBwe dev UTTGPXOUV TTEPOTWHEVES KAIVIKEG PEAETEG PE QUTA Of aoBeveig pe
APS. Ymdpyel pia epeuvnTikiy pEAETN oe €£EMIEN XpnuaTtodoTolpevn Ao TOV EPEUVNTH, EIBIKA
oxXedloouévn yia T peAéTn aoBeviv ge APS umd aywyr pe am§aptravn (ASTRO-APS - Apixaban for
the Secondary Prevention of Thrombosis among Patients with Antiphospholipid Syndrome), Tng
oTroiag Ta TEAIKG atroTeAéopaTa dev gival akopun dlabioiya.

Mepaitépw mAnpopopisc

O1 eykekpipéveg evdeifaig oe evnhikoug aobeveig yia dAa Ta DOACs TrepihauBdvouv Tn Beparreia Kal
TNV TTPOANWN TNG GAeBIkAS BpouBosuBoARG kal TNV TTPOANWN Tou ayyelakoU eyke@ahikoU eTreicodiou
Kal TNG OCUOTNUIKAS £UPBoOAG of aobBeveic pe pn PaABIdIK) KOATTIKA pappopuyr HeE Evav f
TIEPICOOTEPOUG EMMITTPOOBETOUG TTapdyovTeg Kivduvou. H amEautrdvn, n dafiyarpdvn eTe€INkn Kal n
piBapogauTavn éxouv AdBel emriong éykpion yia mpoAnwn NS QAeBIkAg OpopfocuBoAng petd amd
Xelpoupyikr eTrépBaan avrikardaTaong loxiou f yovarog. H pifapofaptrdvn sival £TTIONG EYKEKPIPEVN,
ouyxopnyoUusvn He axkeTUAOGAMKUAIKG oEU (aompivn), o0t aoBeveigc pe oTEQaviaia vooo 1
CUUTITWHUATIKY  TIEPIPEPIKA  APTNPIaKS] VOOO o0 UWNAG KivOUvo IOXCIMIKWY  ETIEIO0BIWY, Kal
ouyxopnyoUuevn pe oKeTUNOGOAIKUAIKG 0E0 pdvo 1] akeTUAOGOMKUAIKG 0fU ouv kKAOTSOypEAn 1
TIKAOTTIOIVN, O€ acBeveig PETG aTTO £va ETTEIDODIO 0£0G OTEQAVIAioU aUVBPELOU.

O1 MAnpogopisc MpaoidvTtog yia autd Ta okeudapata Ba TpotroTToinBolyv Ye OKOTTO VO CUUTTEPIANGBED N
VEQ TTPOEIBOTTOINGN aAva@OopIKA YE TOUG aoBeveic ue APS.

fMpéokAnan yia avagopd sikaldusvwy / mlavoAoyoUusvwy avemiBUUnNTwy EVEPYEIWY TOU
papudkou

‘ H piBapofaptdvn kai n evrofautdvr TeAolv UTIO CUPTIANPWHATIKY TTapakoAouBnon. Autd Ba
EMTPEWEI TOV TaXU TTPOTBIOPICHG VEWY TTANPOPOPILY GTPGAEING.

Znreital amd  TOUG  eTTAYYEAMATIEG TOU TOpEQ TNG  UYEIOVOMIKAG TEpiBaAwng va  ava@ipouv
oTroleadnTToTE TBavoAoyoUuEvES QVETTIBUUNTES EVEPYEIES.

Kabe mBavoloyolpevn avemBuuntn evépysia Ba Tpémel va avagéperal péow Tou  EBvikou
ZuaTtiuaros AuBdpunTwy Avagopuyv.

MapakaAoUvTal o ETTAYYEAUATIEG UYEIC va ava@Eépouy TIC GVETTIOUUNTESG EVEPYEIEG TTOU Ep@aviovTal
oe aoBeveic TTou AapBdavouv kdroio amd Ta DOACs. KaTtd Tnv avagopd, TTapakaAeioBe va TTapdoxeTe
000 TO BUVOTOV TIEPITOOTEPES TTANPOYOPIES, TUUTIEPIAGHUBUVOUEVIIV TWV TTANPOPOPIWY TXETIKG UE TO
IaTpIKG 10TOPIKG, OTTOIABATIOTE TUYXOPRYNoN dAAOU @appdkou, KaBwe Kal TG NUEPOMNVIES ARYNG TwV
QAPUGKWV KOl EJOAVIONG TWV VETTIBUUNTWY EVEPYEIWV.

YrrevBupiletal o o1 avemBounTeg evépyeleg Tou guvdiovTal Pe T xprion Twv DOACs ptropolv va
ava@épovial oUNQwva e To EBVIKO oUoTnpa aubopuntwy avagopwv otov EBviké Opyavioud
Gappdkwy, TuAua Avemn8uuntwy Evepyeiv, pe v utofohr Tng Kitpivig Kdptag pe Toug €8rig
TPOTTOUG:

- HAsktpovikii umoBoAfl Tn¢ Kitpivnig Kdprag péow  Tng  IoTooehidag  Tou  EOQOQ®
http://www.eof.gr/iweb/guest/yellowgeneral



- ‘EvTuTn pop@r pe ammoaTtoAr HEcw Taxudpopsiou, aTtehwg, ato Tufpa AvemBuunTwy Evepyeitv Tou
EO® (Meooyeiwv 284, 15562, XoAapyodg) TnAE@wvo emmikoivwyiog: 213-2040380 1 213-2040337
- YmoBoAn péow PA= oto 210-6549585

EvaAAQKTIKG, PTTOPEiTE va ava@épeTe avemBUunTeC evEPYEIES R/KAl va avadnTroETE TTEPIOCOTEPEG
TANpogopiegs otov Kdtoxo Adeiag KukAogopiag (KAK)Tommkd Avtipéowto KAK Tou avrioToiyou
TTPOIGVTOG, XPNOIMOTIONDVTAS TA OTOIXEIO ETTIKOIVWVIaS yia Tnv EAAGDA, Tou TTapakdTw TTivaka.

EnUEIOVETal GTI £TTI TOU TTOPOVTOG, TA PAPUAKEUTIKG okeudopara Lixiana kai Roteas dev kukhogopouv
otnv EAAGOQ.
ZToixeia emkoivwviag Tou Karoyou Adsiag Kukhogopiag [ TomikoU AvtitrpoowTtrou Tou KAK

ToTmikog DapPOKEUTIKO HAekTpovikn AigiBuvon Ap1Buog Fax Ap1Bpog
AvTriTrpéow- okglaoua TnAe@wvou
1rog /| KAK
Bayer EAAdg Xarelto TuAua GappakoeTraypumvnong: | 210-6187522 Tunua
ABEE (piBapofapTrav | drugsafety.greece@bayer.com PappakoeTaypuTV
) . ; ; nong:210-6187747
n _ TuApa larpikig MAnpoeépnang:
medinfo.gr.cy@bayer.com Tufua larpikig
MAnpogpdpnong:
210-6187742
Boehringer Pradaxa Tunua @appakoetayputviong: | 210-8983019 210-8906326
Ingelheim Ellas | (Safiyarpavn
AE eregihikn) PV local Greece Cyprus@boe
hringer-ingelheim.com
Tunua larpikig MAnpopopnang:
QRPEMedIinfoGR.GR@boshrin
ger-ingelheim.com
Pfizer Hellas “Eliquis GRC.AEReporting@pfizer.com | 00800161 | 210-6785800
S.A. | Bristol- (amgapTravn) 2206 4512 o
Myers Squibb (xwpig
Xpéwon)
210- 8199096
(e xpEwon)
MSD Lixiana Turpa ®appakoetrayplimyvnong: | latpikd Tppa | Turpa
A.®.B.EEE./ (evrogaputrdavn) | Greece.Pharmacovigilance@me | & PapUaKOETTAYPUTTY
Daiichi Sankyo rck.com TuAua nong: 210-9897341
Edrope GmbH latpiké Tufpa: ?fﬁ#ﬁ;ﬁng laTpiké Turpa:
dpoc greece@merck.com 210-9886102 210-9897493
Daiichi Sankyo | Roteas +49-(0)-8978080
Europe GmbH | (gvroauTrdvn)

Me exvignon,

ABovioiog Kirroovng

Medical Director Greece & Cyprus,
Medical Cluster Head GR-CY-BG-ROMD
Bayer EAAGc ABEE

Madical Director Greacs, Cyprus & Malta Medical Diractor Gresce, Cyprus & Malta
PHzer Hellas AE MESDAGBEE




