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DVAro 00N IOV yp1ong: IIAnpogopics yia Tov yp1jotn

Xarelto 2,5 mg emkaloppéve pe Aentd vpévio diokio
pBapo&apmim

Awpaote TPOGEKTIKG 0AOKANPO TO GVLAO 001 YLOV YPNGNS TPLY APYIGETE VO TAIPVETE AVTO TO
QOapproKo, 010TL TEPLAAPPAVEL GNUAVTIKES TAPOPOPIES Y1 COGS.

DdordEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dfdcete Eovd.

Edv éyete mepartépm anopiec, poTNOTE TOV Y1ATPO 1) TOV POPUAKOTOLO GOGC.

H ocvvtayn yia autd 1o eappoko xopnyndnke amokAeloTikd Yo 6og. Agv TPEMEL Vo SDGETE TO
QApHOKO 6€ AAAOVG. Mmopel va Toug TPoKoAETEL PAAPN, aKOU Kot OTAV TO, GUUTTOUOTO TNG
acBéveldc Tovg givat 1010 pe Ta kit Gag,.

Ed&v mapatmprcete Kamowo avemBOUNTN VEPYELD EVILEPADGTE TOV Y1OTPO 1) TOV POPLOKOTOLO
caG. At 1oyvet kot Yo ke mhovi avemBOunTn evépyela Tov OV aVAPEPETAL GTO TAPOHV
@OALO oMYV Yprong. BAEne mapdypapo 4.

T epréyer To mapév eOAro 0oNYLAOV

oL

1.

T eivon o Xarelto kot oo givat 1 gp1on Tov

T péner va yvopilete npv mapete to Xarelto

[log va ndpete to Xarelto

[MBavég avemBounteg evépyeteg

[og va pvidooete to Xarelto

[epreydpeva g cvokevaciog Kot AOES TANPOPOPIEG

T eivan To Xarelto ko owa givan 1 yp1jon TOL

Yag yoprynonke to Xarelto 5161t

éxete drayvoobel pe 0&d otepaviaio cuvOPopo (Lo opdde. amd KaTasTAGELS TOV
nepthapPavouy Kapdiokn tpocsBoin Kot actadn otnddyyn, éva cofapod Tomo Bmpokikon
OVOUL) KoL EYEL Pavel OTL ExeTe Lo a0ENCT G€ EOIKEG KAPOIOAOYIKEG ALULUTOAOYIKEG
eketdoelg

To Xarelto peidvel 6Tovg EVAAIKEG TOV Kivouvo oG GAANG Kapdlokng TpocsBoAng 1| Tov
kivouvo Bavartov amnd pia wdnorn wov oyetiletal pe Ty KapdLd Kot To otoPopa ayyeio
oG,

To Xarelto dev Oa cog yopnyndei uoévo tov. O yaTpdc cog Oo cag (nmoet emiong va
nopete glte:

®  0KETVAOGOAKLAKS 08D eite

®  OKETLAOGOAKVAIKO 0&E0 oLV KAOTOOYPEAN 1) TIKAOTISIvVT).

A

- &yete oyvmabel pe vynAd Kivovvo va gppavicete Opoufo aipoTog AOYm cTeEPAVIaiog
VOGOV 1 TEPLPEPIKNG APTNPLOKNG VOGO 1) OTOI0 TPOKUAEL CUUTTOHOTA.
To Xarelto peidvel Tov Kivduvo 6Tovg EVAAIKES Vo gppavicovy Bpopfoug aipatog
(abnpobpoufmwtikd encicdoin).
To Xarelto dev Ba cog yopnynei amd povo tov. O yatpog cag Oa cag {nrnoet eniong va
TAPETE AKETVAOGOAKLALKO 0ED.
Y& oplopéveg TepmThoelc, eav AdPete Xarelto petd amo pa eméufoon yio m didvoién
LG OTEVOUEVNC | KAEIGTNG apTnpiag TOL Tod100 GaG Yol TV OTOKATAGTACT TG PONC
TOV Q{[LOITOG, O Y1UTPOG GG UITOPEL ETIONG VO GOG CLVTUYOYPAUPTOEL KAOTIOOYPEAT Y10l VL
TNV TOUPVETE EMTAEOV TOV OKETVAOCUATKVAIKOD 0EE0G Y10 IKPO YPOVIKO SLUGTN AL



To Xarelto mepiéyel tn dpacTiky ovGio, PBAPOEAUTAVY KOL OVIKEL GE L0 OLLASO PUPUAKMY TOV
ovopdlovrot avtiBpopfotikol Tapdyovies. Agtrtovpyel amokieiovtag Evay mapdyovta mHEews
(Topdyovtog Xa) HEIOVOVTOG £TGL TNV TAGT TOV AiplaTog vo. onpovpyet Opoppouc.

2. T npéner va yvopilete wpv mapere To Xarelto

Mnyv napete To Xarelto

- eav giote aldepyikol atn pipapoloumdvn 1 6€ 0TOI0OTOTE GAAO OTO TO, GVGTOTIKG CLVTOV TOV
QApPUAKOL (avoeéPOVTOL OTNV Tapdypao 6)

- eav &yete vepPoiikn apoppayio

- edv €xete vOGO 1] KATAGTOOT GE KATOL0 OPYAVO TOL CAOUATOS GG TOV ALEAVEL TOV Kivouvo
cofapng apoppayiag (w.y. EAKOC GTOUGYOV, TPOVUATICUO ) ALOPPAYI0 GTOV EYKEQUAO,
TPOCOUTN EMEUPOOT] GTOV EYKEPAAO 1| GTOVS 0PHUALLOVC)

- edv Aappdvete pappaka yo tnv Tpdinym Opoufov (t.y. Bapeapivn, daptyatpdvn, omEapumndvn
N Nropivn), EKTOG amd TO SIAGTNU KATO TNV GAAY TN OVTITNKTIKNG Oegpaneiog | ot
Aappdvete nropivn pécm eAePkov 1 aptnplaxod Kabempa mote vo kKpatnel avorytoc.

- eav €xete éva 0D GTEPAVINIO GOVOPOLO Kol EIYATE TPOTYOLUEVOC TOPOVCIAGEL apLoppayia M
éva Bpoppo aipatog otov eYKEPOAO Gag (AYYELONKO EYKEPAAIKO ETEIGOI10)

- eqv €xete oTEQAVIOIN VOGO 1) TEPUPEPIKT OPTNPLOKT] VOGO Kot 6TO TapeBOv giyate apoppayio
OTOV EYKEPAAD GaG (UUOPPUYIKO EYKEPAAIKO ETEIGOJI0) 1 AV GTO TOPELOOV giyote amdPpPoén
TOV PIKPOV aPTNPLOV OV TOPEYOVV QLo 0TOVE €V TO PAbel 16T00C TOV EYKEPAAOL
(KevVoY®PLDHOES ayYELOKO EYKEPAALKO ENELGOO10) 1| €& glyate OpopPo aipatog oTov £YKEQPUAO
600G (LoY UKD, [T KEVOYMPIDOES OYYELOKO EYKEPUAIKO ETELGOGI0) TOV TPOTYOVLEVO UV

- eav €yete NTATIKY vOoo 1 onoio 0dnyel o€ avEnpévo kivouvo alpoppayiog

- eav glote £ykvog N OnAalete

Mnyv népete To Xarelto ko eviiuepdoTE TO Y10TPO GOG GE TEPITTOOT TOV OTOLOONTOTE OO TOL

TOPATAV® 1GYVEL Y10 EGAG.

I[pocdomouioeic Ko TPOPVAAEELS

AmevBuvbeite otov yatpd 1 Tov eapuakorold oag mpv Tapete to Xarelto.

To Xarelto dev mpénel va YPMCUOTOIEITOL GE GLVOVAGHO LLE OPICUEVO GALD PAPHOKO TOV PELDOVOVY
Vv TEN TOL ailaTOg, OTTMG 1 TPACOVYPEAT 1 1| TIKOYPEAOPN, EKTOG GTTO TO OKETVAOGUAIKVAIKSO 0&D
Kot TV KAOTO0YpEAN / TIKAOTLOTvVY.

IpocéEte Wrnitepa pe To Xarelto

- eav &xete avénuévo xivovvo alpoppayiog kabmg Oa pmopovce va, gival pio TepItT®on 6€
KOTOOTAGELS OO

. cofapn vOG0G TV VEQPOV, S10TL 1] AELTOVPYID TOV VEPPDOV GUG UTOPEL VoL ENNPEACEL TV
TOGOTNTA TOL PUPUAKOD TTOV dPU UEGH GTO GMLOL GOG

. €av Aappavete AL QUPLOKEVTIKA CKEVAGLOTO Yio TV TPOANYT Opdupwong (m.y. fapeapivn,
dafryatpdvn, omEaumdavn 1 nroapivn), KOTA TNV dALAyn TG avTIINKTIKNAG Oepaneiog 1 6tav
Aappdvete nropivn péom eAEPkov 1 aptnplaxod Kabempa dote vo kpatnel avorytdg (PA.
Tapdypoeo “Ailo pdpuaxo kot to Xarelto™)

. OLLOPPOYIKES SLOTAPOLYES

. TOAD LYNMAN apTNPLOKT TTESN, 1] OO0 OEV EAEYYETOL LUE POPLOKEVTIKN OY®OYT|

. vOGOL GTOUMYOV N EVIEP®V TIOL Do UTOPOVGOV VO 03NYNGOLVY GE OLUOPPOYIQ, T.Y. PAEYUOVT T®V
EVIEP®V 1] TOL GTOUAYOV, 1] PAEYHOVT] TOV O1G0PAYOV T.). AOY® YOOGTPOOIGOPUYIKNG
TOAVOPOUIKNG VOGO (VOGOS OTI0L TO. 0&€0 TOV GTOHAYOV KOTELHDVOVTOL TPOG TOV O1GOPAY0) 1
OyKovg oL Ppickovtal 6TO GTOWAYL 1] GTO EVTIEPO | OTN YEVVNTIKT 030 1} GTO OLPOTTOTIKO

ovoTNHO
. TPOPANUA LE T opoPOpa ayyeio 6To ToW UEPOS TV 0QBUAUDY cag (apeiPAnoTpogidonddeia)
. TVELLOVIKT VOG0 010V 01 pdyyot digvpivovton kot yepilovv ue moov (Bpoyyektacia), 1
TPONYOOLEVT arpoppayio oo TOV TVED OV
= edv glote Avo tov 75 etV

= eav Quyilete Myodtepo omd 60 kg



. ey éyete otepaviaio vOco e coPapr CLUTTOUATIKY KOPOKN OVETAPKELNL

- edv &xete mpoobetikn Kapdakn PorPida

- eav yvaopilete 0Tt £xete Ho, VOG0 TOV OVOUALETOL OVTIPOOPOATIONKO GUVIPOUO ([ StoTopoyn
TOV OVOGOTIOTIKOV GUGTHUATOG OV TPokaAel avénuévo kivovuvo BpouPmv aipatog),
EVILEPMOTE TO YlTPpd G0 0 omoiog Ba amopacicel edv 1 Bepaneia prnopel va ypelactel va
oAAGEEL.

Eév xdmowo amd Ta mapandve apopd e6dg eviinepdoTE TO Y10TPO 60g TPy mapete 10 Xarelto, oe
TEPINMTOGT) OV OTOLOINTOTE AN TA TAPATAVA GYVEL Y1 €64S. O yiatpog oag Ba anopacicet edv Oa
mpEneL va, TapeTe Bepomeio pe avtd T0 PApUaKo Kot edv Ba Tpénel va. fpiokesTte VIO GTEVOTEPN
TapaKoAovON o).

Eav yperaletan vo vropinOeite og enépfaon:
- elval ToAD onuovTikd vo mipete 1o Xarelto wpv Kot petd tnv enépPaon axpifmg oTIc MPEG IOV
KkaB6pioe 0 YlTpog GOC.
- Edv n enépPaocn cog meptlopfavetl kabetipa 1 €veon oty oTovOLAIKTY oTNAN (TT.). o€ paylaio 1
emoKANPido ovaicOncio N mopéuPacn yio peimon tov TdHVov):
e  Eivar modd onpovtikd vo Adfete to Xaretlo mpv Kot PeTd TNV €veom 1] TNV apaipeon
ToV KoOETN PO OKPIPDG GTIC DPEG TOV GO £YEL VTOJEIEEL O YIATPOC GOG
o  Evnuepmote 1o y1otpd oag apéong ebv arcbovieite podolacpo 1 advvapio oto modio
o0G 1 TPOPANLATA TNV KOWAMA 1) TNV KOGTN HeTd To TEAOG NG avalcOnciag, S10Tt
elval amapaitntn n enelyovsa epovtioa.

Howwd xon £pnpor
Ta diokia Xarelto 2,5 Mg dgv 6uVIGTOVTOL Y10 ATOpA NAIKIOS KATO TOV 18 £TdV. Agv vdpyovv
EMOPKEIG TANPOPOPIES GYETIKA LE TN YPTON TOLG GE TOdLAL KOl EQPTBovc.

Alha @appoxa ko Xarelto
Evnuepoote tov yotpd 1 10V @opULoKoTold cog edv maipvete, £xETe TAPEL TPOGPATO,T Umopel val
hpete GAAA PAPLLOIKO, OKOLO KOl 0VTA TOL JEV Gag £xovV yopnynoel pe cuvtoym.
- Edv maipvete
= OPICUEVO QAPLOKO Y10 LUKNTINOIKEG AOUMEELS (T.). AovKovalOAn, 1tpakovaloin,
Bopucovaldoin, molakovaloin), eKTog ebv avtd epappolovtatl povo oTo dEpua
= Jiokio ketokovaloing (xpnotponotovviot yia tn Oepaneia Tov cuvdpopov Cushing - 6tav o
0pYaVIGUOC TTapdryel vepPoOALKT) KOPTILOAT)
= OploUEVO QAapHOKA Yo ParkTnplakés Aotpnatels (T.y. kKAaptBpopvkivn, epubpopvkivn)
" optopévo avti-ukd eapuaka yio HIV / AIDS (m.y. prtovafipn)
" GAAo appoka yio, T peimon g méEEmg Tov aipatog (w.y. evo&amapivn, KAOTIO0YPEAN
N avtayoviotég g Prrapivng K ontmg Bapeapivn kot acevokovapoAn, TpacovypéAn Kot
Tikoyperopn (BA. mapdypagpo «IIpoeidomooelc Kot TPOPLALEEIS»))
" QVTIQAEYUOVAOT KOl TOVGITOVE QAPHOKA (7T.). VOTPOEEVN 1] OKETVAOGUAIKVAIKO 0&D)
= Jpovedapovn, Eva pApLOKO Yo T Bepameia Tov TaBoloyikod KapdiakoH puOpon
= oplopéVa QapHoKa Y1 T Bepameio g kaTdOMyNG (EKAEKTIKOT AVOGTOAEIS ETOVATPOGANYNG
ogpotovivng (SSRI) 1 avactoleic emavampdoAnyng vopemveppivig-oepotovivng (SNRI))

Eév xdmolo 06 Ta mapandve agpopd 634G EVIINEPADGTE TO YIOTPO GAS TPV TAPETE TO
Xarelto, d10t1 1 dpdiom tov Xarelto pmopei va avénbei. O yatpds cog Ba amopacicet dv Oa
npénel va mhpete Oepameio e avtod To EAapuaKo Kot edv Oa Tpémel va Ppickeote vid 6TEVOTEPY
mapokorovOnom.

Edv o yatpog oag kpivel 6ti diatpéyete ovénuévo Kivouvo vo avarntoéete EAKN 6T0 GTOUAYL 1
0TO £VTEPO, UTOPEL EMIOTG VAL YPNCILOTOMGEL TPOANTTIKY Bepameio Katd Tov EAKOVG.

- Eév naipvere:
= oplopéva QappaKa yio tn Bepaneio g emAnyiog (eawvotoivn, kopPapalenivn,
eawvoPoapprTain)



» Baloapoyopto (Hypericum perforatum), éva @utikd mpoidv mov ypnoiomolgitat yio ™
Oepamneio g KaTAOAYNC
" PLPOUTIKIVNY, €VO aVTIPLOTIKO
Edav kamowo and to mapamave apopa 640G EVILEPAOGTE TO YIOTPO GOG TPV TAPETE TO
Xarelto, 1611 1 amotelecpatikotnTa ToL Xarelto umopel va etvan petmpévn. O yatpdc cog Ba
amopacicst, edv mpénel va voPAndeite oe Oepaneio pe Xarelto kot edv mpénel va fpiokeote
Vo GTEVT] TAPAKOAOVO o).

Kinon ko Onioopoc

Mnv mapete o Xarelto edv glote €ykvog 1) Onhdélete. Eqv vmdpyel mepintwon va pelvete €ykvoc,
YPNOWOTONOTE AEIOTIOTN AVTIGCOAANYN Yo 060 ¥poviko didotnua taipvete to Xarelto. Edv peivete
£YKVOG VO TTOIPVETE ALTO TO PAPLAKO, EVIUEPDOTE AUECHOS TO YIATPO GAG, 0 0moiog Ba amopacicet
TG Bo TPEMEL VO AVTILETOTIOTEITE.

Odonynon ko yE1Popuoc pnyovnudTomyv

To Xarelto pmopei va TpokoAéoel avemBounteg avtidopacelg 6mws (AN (cuyvn avemBountn evépyesia)
1N MoBopia (0xt cuyxvn avemBountn evépyen) (PA. mapdypaeo 4, «ITiBavég avemBounteg evépyetec»).
Agv mpémer vo odnyeite anTokiviTo 1| TOSMANTO, VO ¥PNCIUOTOLEITE OTOLUONTOTE EPYOAELD 1)

LN OV LLOTO EGV TAPOLGLALETE TETOLO GLUTTALOTOL.

To Xarelto wepréyel haktoln kon vatpro
Av 0 yuotpdg 60c, 0ag EYEL EVIUEPADTEL OTL £XETE duGaVEEID GE OPIGUEVA GAKYOUP, EMKOWVMOVIOTE LUE
TOV Y10TPO GOG TPV TAPETE AVTO TO PUPLAKEVTIKO 1O10GKEVOGLLAL.

AvT16 10 appako TepLEYEL Aydtepo amod 1 mmol vatpiov (23 mg) ava diokio, lvar ovTd TOL
ovopdlovpe «erevBepo vatpiovy.

3.  Haog vo napere To Xarelto

[Tédvtote va maipvete ovTd TO PAPLOKO ALGTNPE COUPOVE, LE TIC 0dNYieg TOV YLoTpov cag. Edv &xete
apQlBoMec, pMTAGTE TOV YTPO 1) TOV PUPLOKOTOLO GUG.

I6c0 va tapete

H ocvvietdpevn d6on eivan éva diokio Tmv 2,5 mg dvo popég tnv nuépa. I1dpte to Xarelto mepimov v
id1a dpo k4O uépo (yio mapdderypa, £va diokio To mpwi kat £va o Ppadv). AvVTO TO PAPLUAKO
umopel va Anebet pe 1 xwpig tpoen.

Edv éxete Suokoria va katamieite To 610kio OAOKANPO, GLINTIOTE LLE TOV YIATPO GO CYETIKA LE
gAlovg TpdTOLg ANYN¢ Tov Xarelto. To diokio pumopel vo Opvppatiotel Ko va ovopelydei pe vepd M
TOATO UNAOL OUECMG TTPLV TO TAPETE.

Edwv givon amapaitnto, 0 yiotpog cog Uopel eniong va cag xopnynoet To Opuppatiopévo d1okio
Xarelto HEcm Yoo TPIKOO COANVA.

To Xarelto dev Oa. cog yopnyndei amd povo tov.

O ywtpog oag Oa cog {ntnoet emiong va whpete akeTvA0GOAKLAKO 0£0. Edv ypnotponoteite to
Xarelto petd amd 0£0 ote@aviaio cHVOPOO, 0 YIOTPOG GO UTOPEL VoL Gag (NTHOEL EMIoNG VO, TAPETE
KAOTd0YpEAN 1 TIKAOTLOIV.

Edv AaPete Xarelto petd and o exépPaocn yio tn Stdvolln wiag 6TevouEvng 1 KAEIGTNE apTnpiog Tov
706100 GOC Y10 TNV OTOKATAGTAGT] TNG PONC TOL OHUATOS, O YIOTPOG GG UITOPEL EMioNG VO 6alg
CLVTAYOYPOPNCEL KAOTLOOYPEAT YO VO, TV TAIPVETE EXUTAEOV TOV AKETVAOGOAKLALKOD 0EE0C Yol
LIPS YPOVIKO ddoTNpa.



O ywrpdg oag Oa cog el OG0 va mapete and avtd (cvvhbog petald 75 ko 100 mg
OKETVAOGOAVKIAIKOV 0&€0G Muepnoimg 1 pa nuepnota 66om 75 £wg 100 Mg okeTVAOGAUAVKIATKOD
0&€0g ovv gite po nuepnota 66om 75 mg kKlomdoypEAng elte Lo TUTIKY NUEPHGLO dOCT)
TiAomdivng) .

IIéte va EexavijoeTe To Xarelto

H Bepaneio pe Xarelto petd and o&d otepaviaio cHvVIpoLo TPETEL va 0PYIGEL TO GUVTOUOTEPO OLVOTOV
UeTd TN oTafeponoinot Tov 0EE0C GTEQAVIION GUVIPOUOV, TO VOPITEPO 24 MPEG UETA TNV EIGAY®YN
0TO VOGOKOEIO Kol KATd TO YpOVO oV Oa TPETEL KAVOVIKA VO GTAUOTACEL 1] TOPEVTEPIKT (LECH
EVEOT|G) OVTITNKTIKY Oy@y.

O ywatpog oag Ba cag mel ndte va Eekvnoete ) Bepamneio pe to Xarelto edv éxete dwaryvoobel pe
oTEPAVINiN VOGO 1 TEPLPEPIKT OPTNPLOKT VOGO.

O ywatpog oag Ba amopacicet yio mdco ypdvo Ba tpémetl va cuveyioete T Bepamneio.

Eév napete peyordtepn o6on Xarelto amd Tnv kavovikii
Enwowmvnote e to y1atpd cag apéons edv mipate mapa torrd diokio Xarelto. H Aym vrepPoing
nocotNTOg Xarelto avéavel Tov Kivovvo atpoppayiog.

Edv Egyaoete va mapete To Xarelto
Mnyv mépete SITAT 6O0T Y10 VO OVOTANPOGETE Lo d0om Tov waporeiyate. Edv mapoleiyate pio 06om,
TapTE TNV EMOUEVT OGO GOG TN GLVNOIGUEVT DPO.

Edv octapatiocete va naipvere to Xarelto
[Maipvete T0 Xarelto oe taxtiky faomn kot yio 660 ypovikd didotnua cvveyilel va 6og To
CLVTAYOYPUQEL O Y1IUTPOG GOG.

Mnyv ctapartioete va maipvete to Xarelto ywpig va evnuep®ceTe TPOTA TO Y1aTPo Goc. Edv
CTOUOTNOETE VO TAlpVETE AVTO TO PAPHOKO, pumopel va avéndel o kivouvog va tabete o GAAn
KopdloKN TPOSPOAN N AYYELKO £YKEQPUAMKO ENTEICOS10 1| VO AmePUOOETE amd [tol TAON o™ OV
oyetileTon pe TV Kapdid 1 To ALLOPOpa ayyeio Gog.

Edv éxete meplocdtepeg EpOTNCELS GYETIKA LLE T YPNOT] AVTOL TOV APUAKOV, POTNOTE TOV Y1ATPO 1)
TOV QUPHOKOTOLO GOC.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa o pappaka, £Tot kot o Xarelto umopei va TpokoAEcel avemBOUNTEG EVEPYELES, OV KOL OEV
Tapovoldfovtol oe OAOVG TOVG AvOpOTOVG.

Onmg GAL0 TOpOUOLe QAPLLOKO, TTOV UELMVOVY TOV GYNUOTIGHO OpouPov aipatog, To Xarelto umopei
Vo TPOKOAESEL popparyia, 1 omoia pumopel evdeyopuévmg va givan ametintikn yo ) Lon. H
vepPolikn| opoppoayic pmopel va 0dNYyNOEL GE QPVISIO TTOOT TNG APTNPLUKNG TTieons (c0oK). Xe
OPLOLEVEG TEPUTTMOELS, 1 OLLOppayie LWtopel va unv ivor eoavepn).

Evnuepoote apéomg 10 Y10Tpo6 60G EGV TUPOVOLAGETE 0TOLAINTOTE U0 TIG AKOAOVOEG
avemOOUNTEG EVEpPYELES:
* onudadw apoppayiog

- QLLOPPOYiC GTOV EYKEQPUAO 1| LEGOH GTO KPOWio (TO GLUTTOUATO UTOPEL VO TEPIAAUPAVOLY
TOVOKEPOAO, LOVOTAELPT| 0dVVAiD, EUETO, ETANTTIKEG KPIGEIS, LEIMUEVO EMTEDO GLVEIDNOTG
Kot SuoKapyia otov avyéva. Mo cofopr| 10TpiKh KOTAGTACT) EKTAKTNG OVAYKNG. ZNTHOTE OUESHS
Tpiky fondeial)

- TOPOTETOUEVT 1| LIEEPPOAIKT apopporyic,

- évtovn advvapio, KOTWo™, ®YpoOTNTA, (AN, TOVoKEPOLOG, aveEnynto tpnéiuo, SvoTvola,
Bwpakikdg movoc 1 otnOdyym.

O y10tpOGg 60G¢ UToPEL VO amoPacicel va 6og Tapakorovbel otevotepa | va oALGEEL T Oepameia.



e oNEAdSE GOPAPAOV AVTIOPACEMY TOV OEPRATOG
- EMEKTEVOUEVO EVTOVO OEPLOTIKO eEGVONIA, puGaAideg N PAGPReC oTOVG BAEVVOYOVOLG, TT.Y. GTO
otoua N oto patia (cbvopopo Stevens-Johnson / ToEkn eMOEPLUKT VEKPOALGT)).
- L0 0VTIOPOIOT] GTO QAPLOKO TOL TPOKOAEL eEAVON AL, TUPETH, PAEYLLOVY] TV ECOTEPIKADY
opyavov, AOTOAOYIKES dlatapoyés Kol cuotnuatiky acBéveln (cvvopopo DRESS).
H ocvyvomta avtdv g avemBountov evepyeldv givol mold ondvia (uéxpt 1 oatovg 10.000
avOpOTOVG)

e OoNUAOO GOPAPOV FALEPYIKAV OVTIOPACEMV
- oidnua oo Tpdowno, Ta XeiAn, T0 6TOUA, TN YAOGGA 1] TO Aod, SUGKOAID GTNY KATATOOT),
eEavOnuata Kot SuGKOALEG GTNY avamvor], EAPVIKY| TTOGT GTNV TIECT] TOL AiLOTOS.
O1 cuyvotTEG TV OAAEPYIKOV avTOpdce®V glvar TOAD oTavieS (AVOPLAAKTIKEG AVTIOPEGELS,
CUUTEPTAOUPOVOUEVOD AVOPVAAKTIKOD GOK, UTopEl va emmpedcovy uéypt 1 atovg 10.000 avBpmdmouc)
Kot Oyl GUYVES (aryyelooidnpa Kot oAAepyko oidnua, propet va exnpedcset uéypt 1 atovg 100
avOpOTOLG).

YuvontTikn Aiota pe mOavig avemOounTeg evépysieg:

Yuyvég (umopel va emnpedoovy mg 1 ota 10 dropa)

- peimon tov apfuov TV epubpdv alpoceapiov 1 omoia Uropel va Kavel To SEpU YAMUO Kot Vo

TPOKOAESEL aduvapio 1 SVCGTVOL

- opoppayict 6To CTOUMYL 1] TO £VIEPO, OLUOPPAYIC OO TO OVPOYEVVITIKO GUGTILLOL

(ovumepiiapfovouévov Tov aioTog 6T 0Vpa Kot Bapldg ERUNVoL pooNG), Aoppayic amd T Lo,

aoppoyia omd To oVl

- oupoppayio 6To HATL (CLUTEPIAAUPAVOLEVIG TNG ALLOPPAYIONG OO TOVG GKANPOVG YITOVEG

(“aompddt”’) TV paTIdV)

- cqupoppayio og 1610 1 KOIAOTNTA TOV CAOUATOS (UATOUA, LOADTES)

- amoPoAn aipatog pe o Prya

- cupoppayio amd To dEppa N KATM amd To dEPH

- cupoppayio LETE omd XEPpovPYIKT ETEUPaom

- OTOYOVOELONG EKKPLOT| ALATOG 1] VYPOD OITO TO YEPOVPYIKO TPAV LA,

- tpn&po oo dxpa

- TOVOG OTO AKPOL

- dvodettovpyio TV veppav (Umopel vo, pavei otig e€etdoelg mov Oa yivouy amd To YTpd Gag)

- TUpEeTOG

- TOVOG GTO GTOUAYL, OLOTAPOYES TNG TEYTG, TAON Yo EUETO 1| vavTio, SLGKOIMOTNTA, dldppota

- YOUNAR apTnplakn wieon (Ta cvumtdpate pmopel va givor aicOnpo {aing 1 Mmobopio katd tnv
opbua otdomn)

- HelUEVT YEVIKT dOVoun Kat evépyela (advvapic, KOTmon)), TovokEPaAog, (AN

- e&bvOnpa, Kvnopog

- o1 e€eTdoelg aipotog pmopei va dgiovv o adénon o opiopéva nratikd Eviopa

Oy ovyvég (Lmopel va emnpedoovy £o¢ 1 ota 100 dropa)

- apoppayio oTov EYKEQOAO 1 GTO ECMTEPIKO TOV Kpaviov (PAETE TapOTAvV®, CILASLO Lo PPayiog)

- cupoppayio g dpbpwon mov Tpokaiel Tovo kot TpHEo

- OpopPomevia (yapnidc apBudc aponetoriov, To KoTTOpd Tov fondovv oty THéN Tov aipaTog)

- OAAEPYIKEG AVTIOPAGELS, CUUTEPIAOUPAVOUEVOV TOV OAAEPYIKDV OEPUOATIKMY OVTIOPACEDV

- dtatapaypévn nratikn Asttovpyia (uropei va dwomotwbel otig e€etdoeig mTov Ba TpaypaTtonomcet o
YWTPOG GOC)

- o1 e€eTdoelg aipotog pmopei va dgiovv o avénon ot yorepubpiv), 6€ OpIGUEVA TAYKPENTIKA 1
nratikd Eviopa 1| 6Tov aptdpud TV OLUOTETUAIDY

- AMmoBupia

- aiocOnua adiobeoiog

- TaVKoPdia

- Enpootopia



- kvidwon

Yravieg (umopet va ennpedcovv £og 1 ota 1.000 dropa)

- cupoppayio péca oe Lo

yoAooTaon (LEW®UEVT pon TNG YOANG), NTATITION CLUUTEP. NTATOKVTTUPIKNG PAGPNG (PAeypovi oto
nmop copmep. PAGPNG)

- KiTpivicpo Tov SEPUATOC Kot TV PatldV (IKTepog)

- EVIOTIGEVO TTPNEUO

- oLALOYY aipartoc (apdtoue) ot PovPOVIKN TEPLOYN, TOV ATOTEAEL EXTAOKT KOPIIOKOD
KoOETNPLOCUOY 6TO oMpEio EI0AYMYNG TOV KOPETAPA GE 10, aPTNPI TOL TOSOD COg
(yevdoavevpuoua)

IMoAY ertavieg (umopei va emnpedoovy émg 1 ota 10.000 dropa)

GLGGMPELCT NOGWVOPIAMV, EVOS THTOV AEVK®V AHOGPALPIMV TOL TPOKOAODV QAEYLOVI GTOV
Tved oV (N®OGIVOPIAMKT TVEVHOVIOL)

Mn yvooetég (n cuyvotnta dev pumopel vo ekt el pe fdon ta dSabécyio dedopéva)

- VEQPIKN avemdpKela PeTd amd coPapn apoppayio

- aqupoppayio oto veppd LEPIKES POPES e TAPOVGTa OiLaTOG GTA OVPA TOV 0dNYEL GE AdLVApIN TV
VEQPPAOV VO, AELTOVPYNGOVY 6mGTd (VePpomddeia mov oyeTileTal e avTUTKTUKE)

- avénuévn mieon avdpeca 6Tovg HHEG TOV oSOV N TV PPaylovmV HETA amd apoppayio, Hio
KatdoToo™ 1 ool Uropel va 00N yNoeL o€ TOvo, TPNELL0, aAAolmpEVT aicnomn, poddlooua 1
napdAvon (chvopopo dapepicpatog LeTd omd aoppayio)

Ava@opd avemOounToVv evepyELOV

Edv mopotmprioete Kamowo avemBOUnTn eVEPYELD, EVIUEPDGETE TOV YITPO 1] TOV POUPLOKOTOLO GUGC.
AvTO oyt Kot Yo kaOe mbavr| avemBountrn evEPYELR TOL SEV OVAPEPETOL GTO TOPOV PUALO 0INYIOV
xpNons. Mmopeite emiong va avapépete avemBounteg evépyeieg anevbeiog, pécw

E)lrada

EBvikog Opyaviopoc apudkov
Meooyeimv 284

GR-15562 XoAlapyog, Adnmva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
Iotétonog: http://www.eof.gr

Kvnpog

DQappoaxevtikég Ynnpeoieg
Ymovpyeio Yyelag

CY-1475 Asvkoocia

TnA: +357 22608607

dag: + 357 22608669
Iotétonog: www.moh.gov.cy/phs

Méom G avapopdc avembounTmy evepyelmv pnopeite vo fondnoete otn cLALOYN TEPIGTOTEPMV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLAKOL.

5. &g vo pvrdcoete To Xarelto


http://www.eof.gr/
http://www.moh.gov.cy/phs

To pbppaxo avtd Tpénel va pLAAGGETOL GE LEPT) OV OgV TO PAETOVY Kal d&V TO POAVOLY TOL TOdLA.

Noa pn ypnolLonoleite ovtd T0 PAPUOKO PETA TNV NUEPOUNVIL ANENS TOV AVOQEPETUL GTO KOVTL KO GE
Kkd0e kuwéAn 1 eladn petd v évoeiin AHEH/EXP. H nuepopnvia Anéng elvan | televtaio nuépa tov
UNVa IOV OVOQEPETOL EKEL.

Agv vtapyovv €101kéG GUVONKEG dLATPNONGS Yl TO TPOIOV AVTO.
Opvupoatiopéva diokio

Ta Opvppaticpéva diokio prpapolapndvng elvar 6tabepd 610 vepd Kot 6ToV TOATO UAOL £0¢ Kol 4
DpPES.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVGNC 1| GTO OKLOK( amoppippoto. Pothote tov
(POPULOKOTOLO GOG Y0 TO TAG VO TETAEETE T PAPLLAKE, TTOV JEV YPNCILOTOLEiTE Tl AvTd T péTpa Oa
Bonfncovv otV Tpoctacia Tov TePPAAAOVTOC.

6. Iepreyépeva TG GVOKEVAGING KOL AOUTEG TANPpOPOPies

T egpréyer To Xarelto

- H dpaoctikn ovoia eivar | prpapolapndvn. Kabe diokio mepiéyet 2,5 mg praposopmdvng.

- Ta dAha cvotatikd givor:

[Mupnvag dokiov: MikpokpuoTaAAKY KOTTOPIVY, KapUeAAOLn VaTplovyog S106TavpodEVT], AAKTOLN
povoddpikn, vpoueAdoln (2910), vatpio Aaovpviobeiikd, payvioto oteatikod. BA.mapdypagpo 2 “To
Xarelto mepiéyel Aaxtdln kot vaTplo’.

Emwcdioyn pe Aemtd vuévio Tov diokion: Maxpoyoin (3350), vrpopeArdln (2910), di0&eidio tov
titaviov (E171), 0&gidio Tov odnpov kitpwvo (E172)

Epgévion tov Xarelto kon wepreyépevo. T 6vokevaciog

Ta Xarelto 2,5 mg emicodvppévo pe Aemntd vuévio diokia eivar 6TPoYYVAQ, avoIKTOD KITPIVOU
YPDOUATOG, AUPIKLPTO KoL ETOT|HOGUEVA LE TO 6Towpo TG BAYER ot pio 6ym kot tov apfud “2,5”
Kot £va Tpiymvo oTnv GAAN Oyn.

AwtiBevtot og

-Koyéleg o€ cvokevacieg Tov 14, 20, 28,30, 56, 60, 98, 168 1 196 emkaivppévav pe Aentd vUEVIO
dokiov 1

-kuyéleg ovng d0ong og ocvokevooicc Tmv 10 x 11 100 X 1 emkaivppévov pe Aentd vuéVio diokiov,
n

-G€ TOAVGLOKEVAGIEC TTOV amoTeEAAOVVTOL amd 10 ydpTiva KovTid mov mepiéyel o kabéva amd 10 x 1
EMKAAVUUEVD e AETTO VUEVIO OloKia 1|

-p1éreg Tov 100 enucoloppévav pe Aento véEVo d1oKimV.

Mmropel va, unv KokAo@opodV OAEG Ol GUCKEVAGCIES.
Katoyog Adsrog Kvkhogopiag

Bayer AG

51368 Leverkusen

eppovia

HopookevacTiig

O TOPUCKELAGTNG UTOPEL VO avayveploTel pe tov aplfud Toptidag mov eival TUTOUEVOS GTO TAEVPIKO
onueio ToL KOLTION Kot 6€ KABE KOWEAN 1 PLAAN:



-Edv o mpdToc Kkan devtepoc yapaktnpag sivar BX, o mapackevaotig etval
Bayer AG

Kaiser-Wilhelm-Allee

51368 Leverkusen

I'eppavia

-Edv 0 mpdTog ko devtepog yopaktipog etval IT, o mopackevaostic etvat
Bayer HealthCare Manufacturing Srl.

Via delle Groane, 126

20024 Garbagnate Milanese

Itoia

-Edv 0 mpadTog kot devtepog yopaktipog eival BT, o mapackevaocthg eivar
Bayer Bitterfeld GmbH

Ortsteil Greppin, Salegaster Chaussee 1

06803 Bitterfeld-Wolfen

Teppavia

["o omoladrmote TANpoPopic. GYETUKH LLE TO TOPOV PAPUAKEVLTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvbeite otov TomiKo avTimpdommo Tov Katdyov g Adeiog Kvuhopopiag.

E)\LGoa
Bayer EAAGg ABEE
TnA:  +30-210-618 75 00

Kvnpog
NOVAGEM Limited
TnA: +357-22-48 38 58

To mapov ¢vLAo 0dNYLOV xp1oNS avadewpiOnke yia TelsvTaia gopd otig 07/2023.

Agmtopepeic TAnpopopieg yia 1o pappoKo avtd givol d100éoies 6To diKTLaKS TOTOo Tov Evpwmnaikon
Opyavicpov Papudkmv: http://www.ema.europa.eu
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@Al ooV ypions: [IAnpoeopics yia Tov yprioty

Xarelto 10 mg emkolvppéva pe Aemtd vuévio
owokia

piapo&opmivn

AwPaote TPOGEKTIKE OLOKAPO TO VA0 0ONYLAV YP1|OI|S TTPLV APYiCETE VO TOIPVETE
avTO TO PAPRAKO, OLOTL TEPLAGUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

DuraEre avTd To POALO 0dMyLdY YpNong. Towg yperaotel va 1o dafdcete Eava.

Edv éyete mepartépm amopieg, poTHOTE TOV Y1ATPO 1] TOV POPUAKOTOLO GOG.

H cvvtayn yv autd to pdappako yopnynonke omokAEIGTIKA Yo 60c. AEV TPETEL VO, ODCETE

TO PAPUOKO 0 AAAOVS. Mmopel va Tovg mpokaAéael PAGPN, akdpa kot dTav Ta

cuUTTOUATO TG acBEveldg Toug elvar 101 pe Ta dikd Goc.

Edv mapotnproete Kamolo avemBountn eVEPYELN, EVIUEPDGTE TOV YIOTPO 1) TOV POPUOKOTOLO
o0,

AVTO 1oy0el Kot Yo Kabe mhovy avemBOUNT EVEPYELN TTOL OEV AVOPEPETAL GTO TOPOV

@OAAO 0ONyu®V YpNione. BAéne mapdypopo 4.

T TePLE el T0 TOPOV GVALO 00N YLOV:

SourwdE

1.

T eivan to Xarelto kou oo ivai 1 xpron Tov

T npénel va yvopilete mpwv tdpete to Xarelto

IMo¢ va mapete o Xarelto

[MBovég avemBounteg evépyeteg

Mg va puidooete To Xarelto

[epreydpeva tng GLOKEVAGING Kol AOUTEG TANPOPOPIES

T givon To Xarelto kot wowa gival 1 xpion Tov

To Xarelto nepiéyel ™ dpactikn ovsia piBapolapmdvn Kot xpnoIHOTOLEiTAL 68 EVAAIKEG Yio

™V TPOANY™ TV OpduPov aipatog oTig @AEPEC PETA amd YEPOoLPYIKN enéuPoo
OVTIKOTAGTOONG 1YoV 1| YovaToc. O Y1aTpog 6OG GLVTAYOYPAPNGE VT TO PAPLLOKO Y10 GOG,
S10TL uetd amd pia yewpovpyikn exéppaocn dwutpéyxete avénuévo kivévvo vo avartoéete
Opoppoug aipatoc.

™ Bepameio OpopPov aiparog otig PAEPEC TV TOdIDV Gog (ev To Babel pAefikn Opdupwon)
KOl 670, QUOPOPO. ayYELD TV TVELUOVOV 060G (TVELLOVIKT EUPOAN) Kat TV TPOANYT TNG
emaveuaviong Opoupov aipotog ota oHoEopa. oyyeio. TV IOV oag /KoL TV TVELUOVOV
oG,

To Xarelto aviikel o€ o opddo gappdkov mov ovopdlovot ovtipoppmtikoi TapdyovTes.
Agrtovpyel amokAgiovtog évav Topdyovta mEewg (mapdyoviag Xa) petdvovtog 161 TV Taon
TOV aipoTog va, dnuovpyet Opdupoug.

2.

T npémer va yvopilete npy wapete To Xarelto

Mnyv napete To Xarelto

o€ mepimtwon oriepyiag ot ppapoloundvn | 6 0mo10oMTOTE GALO OO TO GVGTOTIKA
aVToD TOL PAPUAKOV (AVOPEPOVTAL GTNV TUPAYPAPO 6)

o€ TEPIMTOOT VIEPPOAIKNG aLpopparyiog

€V £xete VOGO 1 KATACTOOT] GE KATOL0 OPYUVO TOL COUOTOC GG TOV ALEAVEL TOV Kivouvo
cofapng apoppayiag (w.y. EAKOC GTOUAYOVL, TPOVUATICUO 1) ALLOPPAYIN GTOV EYKEQUAO,
TPOCOUTN EMEUPOOT] GTOV EYKEPAAO 1) GTOVS 0POOAOVC)
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eav Aappavete appoka yo tnv Tpoinym Opoppov (t.y. papeapivn, dafryatpdvn, amEapumdavn
N Nropivn), ektog amd 1o SdoTN KaTd TNV CAACYN TNG avTUTNKTIKNG Bepansiog 1 dTav
Aappdvete nropivn péom erePuco 1 aptnplakod Kabetpa mote vo kKpatnBel avorytdg

o€ MEPIMTOOT NTATIKNG VOGOV 1) omoia 0dnyel oe avénpévo kivouvo atpoppayiog

edv elote €ykvog 1 Onralete

Mnyv napete To Xarelto kol eviuep®oTE T0 Y10.TPO 600G 6E TEPITTOGT TOV OTOOINTOTE OO TA
TOPOTAVED GYVEL Y10, EGOC.

IIpocidomou|oeis Ko TPOPVAGEELS
AmevBuvBeite otov yloTpd 1 TOV POPROKOTOL0 Gog TPy Tapete To Xarelto.

Ipocééte Wwitepa pe To Xarelto

eav €yete avénuévo kivouvvo apoppayiog, kKabmg Oa propovce vo GVUPAIVEL GE TEPITTOCELG
OmOG:
[l uétpla 1 GoPapr| VEPPIKN VOGOG, O10TL 1] AEITOVPYIO TOV VEQPDOV GOC UTOPEL VO, EXNPEACEL
TNV TOGOTNTO TOL POUPUAKOV OV dPU LEGH GTO GMUN GOLG
I edv AapPavete aGhia edppaka yio v TpodAnym Bpoufov (m.y Bapeapivn, dafryatpdvn,
amEoumavn 1 Nropivn) Kotd ™ StdpKeLn oAAOYNG AVIITINKTIKNG oy®YNS KaTd T StdpKeLn
MyMc Nrapivng Léow GAEPIKNG 1 apTNPLOKAG YPOUUNS Yo va dtatnpnBel avorytn (PA.
Tapdypoeo ‘Alia edpuaika kol to Xarelto”)
| opoppaytkég dSaTapoy e
| mOAD VYNAN apTNPLOKT THEST], 1] OTTOT0L OEV EAEYYETAL LE PAPUOKEVTIKT LYY
| vOoO1 TOL GTOUAYOV N TV EVTIEPMY TTOL Bl LITOPOVGAY VO 00N YT|COVV GE CULLOPPAYia, TT.X.
(QAEYUOVT] TOV EVTEPMOV 1 TOL GTOLAYOV, 1| PAEYLLOVT] TOL O1GOPAYOL T.Y. AOY®
YOGTPOOIGOPAYIKNG TOAVOPOLIKNG VOGOL (VOGOG OOV T0. 0EEN TOV GTOUAYOV KatevBuvovTol
TPOG TOV 01G0PAY0) 1 OYKOLG TOL PPIcKOVTOL GTO GTOUAYL 1] GTO EVTEPO 1) OTN YEVVNTIKT 000
1 GTO OLPOTOMNTIKO GVGTNLO
1 mpOPANUOL LE TO CHOPOPO. Ay YELR OTO oW PEPOG TV OPOUAUMY GOG
(opupipAnotpocidonadeia)
1 mdfnon Tev Tvevpdvav 6mov ot Bpdyyxot dStoyKmvovtol Kot yepilouv e moov
(Bpoyyextacia), | Tponyoduevn apoppayio axd tov Tveduovo
eaqv &xete mpoabetikn Kapdokn PorPida
eav yvopilete 0Tt £xete o VOGO TOV OVOUALETOL OVTUPOOPOATIOKO GUVIPOLO ([ StaTopoyn
TOV OVOGOTIOITIKOV GUGTNUATOG 7OV TTpokarel avénuévo kivovvo Bpoupav aipartog),
EVILLEPMGTE TO Y1TPO GaG 0 0moiog o amopacicel dv 1 Oepaneio pmopei va ypelacTel va
oALGEEL.
€V 0 YIOTPOG GOG TPOGOLOPICEL OTL 1| APTNPLOKT GOG TTieon givor actadng 1 oyedidleton Kdmota
AN Bepomeio N yepovpyikn eméuPacn aote vo agapedel Opopupog and Tovg Tveduoved.

Y.g TEPITTMO TOV OTOLOOTOTE OO TA TAPATAV® LGYVEL Y10 EGAS, EVI|LEPDOTE TOV YLATPO GOg
npv whpete to Xarelto. O yatpog cog Oo anoacicel edv Oa tpénet vo mhpete Oepomeio pe owtd T0
@apuako kat ebv Oa wpénel va Bpickeote VIO 6TEVOTEPT TOPOKOAOVONON.

Eav yperélerar vo vropindeite og emépfaon

givan ToAd onpovtikd va tapete to Xarelto mpwv kat petd v enépfoon akpifng oTig

wpec oV KaBdP1oE 0 Y10TPOS COC.

Edv n xepovpykn enéufoocn oty omoia vrofindnkate neptlapfaverl kabetipa 1
éveon oNomovovAKn oTtAN (1), EmokANPidlog 1 poylaio avoicOncio 1 peimon
TOVOV):
= glvon TOAD onpovTikd va tapete to Xarelto mpwv kot petd v éveon M agaipeon
ToV kafeTNpa aKPIPDS GTIC DPES OV KOOOPLEE 0 Y1TPOC GOGC
" EVNUEPDOTE TO YIUTPO GOG AUECHOC EAV TAPOVGIACETE LOVSLOOUE 1] AdLVOUIL TOV
OOV GOg N TPOPANUATO LLE TO EVTEPO 1) TNV KVGTI GOG LETA TO TEAOG TNG
avarsOnoiog, 610TL amatteiton EXEiyovoO OVTIUETAOTION.
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Hoora ko £pnpor
Ta diokia Xarelto 10 mg dev cuvietdvTL Y10 dTope NMKiog KOTO TOV 18 eTdV. Agy
VILAPYOVV EMAPKEIC TANPOPOPIEG TYETIKA LE T YP1ON TOVS GE T KOl EPTBOVC.

Alho @appoxa kon Xarelto

Evnuepdote 1oV y1otpod 1| TOV papprokomold 6og e0v maipvete, Exete mpds@aTo TAPEL 1 Lropel
Vo TAPETE AAAL PAPUOKO, KOO KOl QVTH TTOVL OEV Gag £xovv xopnynoel e cuvtayn.

- Eév maipvere

" OPIOUEVE PAPUOKO Y10, LUKNTIOGIKEG AOUDEELS (TT.). phovkovalOAn,
rtpaxovaloin, Popikovaloin, molakovalodn), ekTog edv owtd epapudlovtol
pévo oto déppa

= diokio keToKoVaOANG (XpMoLoTOI0VVTaL Y10, TN BEpameio Tov GUVOPOLOV
Cushing - 6tav 0 opyaviopog mapayet VEEPPBOAIKT KOPTILOAN)

= opopéva papuaxo yio Bakmmplokég Aouméelg (m.y. khapidpopvkivn,
epvBpopvkivn)

*  opwopéva avti-ukd eappaka yio. HIV / AIDS (m.y. prrovaBipn)

" GAAa edppoko ot peioon g mems Tov aipatog (m.y. evoamopivn,
KAOTd0YpEAN 1 avTaymvioTtég g Prrapivng K, énwg Bapeapivn kot
0.GEVOKOLLLOPOAN)

" QVTIQAEYHOVAOON Kol Tovocimova @dpuaka (7.y. vampo&Evi 1 aKETVAOGOMKVAIKO 0&D)

= Jpovedapdvn, Eva pappoko yia T Bepaneio Tov Taboloyikov kapdiakov pvBuov

= opwopéva edppaxa yio ™ Bepaneia g KatdOAlnyng (exkiextikol avactolelg
emavanpoésinyng oepotovivng (SSRI) 1 avactoreic emavompOSANYNG VopEmIVEQPIVIG-
ogpotovivng (SNRI))

Y.g TEPITTMOO TOV OTOLOONTTOTE UMO TA TAPUATAVE LGYVEL Y10 EGAS, EVI|UEPDCTE TOV
Ywtpd eag mpwv napete to Xarelto, 510t  dpdon tov Xarelto propet va avénbei. O
ywiTpdg cag Oa amopocioet edv Oa mpénel va mdpete Depomeio e ovTd T0 PAPUOKO KoL
€dv Oa mpémel va, fpickeote VIO GTEVOTEPT TOPOKOAOVONGN.

Edv o yiatpog cag kpivel 0T1 dtotpéyete avénpévo kivouvo vo, avortoéete EAkn 610
oTOUdYL 1 OTO €VTEPO, UTOPEL EMIOTG VO YPNOYLOTOGEL TPOANTTIKY Oepameia KaTd Tov
€\kovg.

- Edv maipverte:
*  opwouéva eapuaka yuo t Bepomeio Tng emAnyiag (eavotoivn,
kapPapalenivn, eavoPapPrtain)
" Yrepwd (Barcaudyopto, Hypericum perforatum), éva ¢utikd mpoidv mov
y¥pNoLomoteital yio ) Oepameio tng KoTAOAWYNG
" preoumikivy, £vo avtiPlotikod
Y.g TEPITTMO OV OTOLOONTTOTE UMO TA TAPUTAVE LGYVEL Y10 EGAS, EVI|UEPDCTE TOV
YWTpo Gag mpy Tapete to Xarelto, sttt n amotelecuotikdétnTa Tov Xarelto umopei va givar
uetwpévn. O yatpog cog Ba amogaciocet, edv npénet vo vofinbeite o Oepaneio pue Xarelto
Kol gdv mpénel va Ppiokeote vd 6TEVY TOpaKoAoLONON.

Kdnon kot Onhaocpog

Mnv mtapete To Xarelto dv eiote éykvog 1 Ondalete . Eqv vndpyet mepintwon va peivete éykvog,
YPNOUOTOGTE AELOTIOT AVTIGVAAN YT Y10 OGO YXPOVIKO dtdoTthpa Toipvete to Xarelto. Eqv peivete
£YKVOC EVD TOUPVETE OTO TO PAPLLOKO, EVIUEPDGTE TOV YIOTPO GOG AUECHS, 0 0TTOT0g Oa.
ToQUoioel TAC 0o TPETEL VAL OVTIUETOTIOTEITE.

Oonynon ko EPLGROS PN AV RATOV

To Xarelto propei vo mpokarécel LaAn (cvyvh avemBOunTn evépyeia) | Mmobopio (01 cuyvi
avemBountn evépyela) (PA. mapdypapo 4 «ITibovég avemBounTeg evEPYELEr»). Agv TPETEL VoL
0dNyeite aVTOKIVNTO 1| TOSNANTO, VO XPTCLUOTOLEITE OTOLAONTOTE EPYAAELQ 1 UNYOVALLOTO EGV
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emnpedleote amd TETOLN GUUTTMLOTAL.

To Xarelto wepiéyer Aaxtoln kKon vaTplo

Av 0 y1oTpOg GOC, 00G EVNUEP®GE OTL £YETE dLGOVEEID GE OPIGUEVE GAKYOPO., ETIKOVMVIOTE [E
TOV Y1TPO OOG TPV TAPETE AVTO TO PAPUAKEVTIKO 1O10GKELAGLA.

AvT06 TO EappaKo TTEPLEYEL AlydTEPO atd 1 mmol vatpiov (23 mg) ava diokio, Elvar 0vTd TOV
ovoudlovpe «erevBepo vatpiovy.

3.  Iog va mapete to Xarelto

[Tédvtote va maipveTe T0 PAPUAKO BVTO CVGTNPA COLPMVA LE TIC 0OTYIEC TOL YLOTPOV GG,
Edv éxete appiforieg, potiote TOV Y10TPO 1) TOV QOPUUKOTOLO GOG.

II6c0 vo apete

- Ty Tpdinyn tov Opoufov aipatog otic AEREC petd and yelpovpyikn exéupacn
aVTIKATAGTOONG 1YoV 1] YOVOTOG
H cvvictdpevn 660 eivon éva, diokio Xarelto 10 mg pia

(Opa TNV NUEPO.

INo ™ Bepoameio OpouPfov aipotoc 6TIg PAEPES TV TOdIDV Kot Opoufmv 6Ta aoEopa ayyeio
TOV TVELUOVAOV GOG KOL Y10 TV TPOANYT TG ETAvVEUQAvVIong Opoufmv aipatog

Metd and tovAdyiotov 6 punveg avtiBpopufotikng Bepaneing, 1 cuviotdpevn doon elvar gite Eva
dtokio Twv 10 mg pia popd v nuépa gite €va diokio Twv 20 mg pia eopd v nuépa. O
YITPOG GOG £XEL GUVTAYOYPUPNGEL Yo oag To Xarelto 10 mg pio popd v nuépa.

Korameite 1o diokio katd mpotipnon pali pe vepo.
Mmnopeite va napete to Xarelto pe 1 xopig tpoen.

Edv éxete duokoria va katamieite To 610kio 0OAOKANPO, GLINTHOTE LLE TOV YIATPO GO CYETIKA LE
Alovg TpdTOLG ANYNG Tov Xarelto. To diokio pumopei vo Opvppatiotel Kot va avopelydei pe vepd M
TOATO UNAOL GUECMG TTPLV TO TAPETE.

Edwv givon amapaitnto, o yiatpog cog umopel eniong va cag xopnynoet To Opuupatiopévo d1oKkio
Xarelto H€cm Yoo TPIKOO GOANVA.

Iote va mapete To Xarelto

[Maipvete 10 dlokio KAOe pEP UEXPL O YIUTPOC GOG VO GOC TTEL VO, GTOLUOTHOETE.
[Ipocrabnote vo maipvete 1o diokio TV 1010 ®pa kabe pépa yio va 1o Bopdote
EVKOAOTEPOL.

O ywatpog oag Oa amopacicel yio 10co ypovo Oa Tpémel va cuveyioete T Oepaneia.

Mo v mpoAnyn tov BpdpPov aipatog otig AERES petd and yeipovpykn exéuPaon
OVTIKOTAGTOONG 1GY10V 1| YOVATOC:

[Mépte 10 TpdTO dtokio 6 — 10 dpeg HeT amd TN YEPOVPYIKN Gag EXEUPooT).

Edv vroPAnOniare oe coPapn enépPacn oto woyio Oa napete ta diokia cvvnBwg o 5 efdopddec.
Edv vroPAnonkare og cofapn enéuPacn oto yovato Ba mapete Ta diokio cuviBmg yia 2 efdouddec.

Eav napete peyoldtepn d0on Xarelto amd v kavoviki)
Emkowvaovinote pe to yiotpd cag apécng eqv mpote ndpa todla diokio Xarelto. H Aqyn
vrepPolikng mocodtnTag Xarelto avéavet tov kivduvo oipoppayiog.

Eav Egyaocte va mapete To Xarelto

Edv Eeydoate pio 06om, mapte v POALG To Bupundeite. [1apte To emdUEVo diokio TV endUEVT
NUEPO KO KOTOTLY GuveyioTe va maipvete Eva diokio pia popd v nuépa OTmg cuvnOmG.
Mnyv mépete SmAn 6601 Y10 Vo AVOTANPMOGETE TO d10Ki0 oV EeydoaTe.
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Edv etapoticete vo naipvere To Xarelto
Mnyv otopatioete va maipvete to Xarelto yopic vo evuepmdoete Tpdta 0 Y1oTpd cog, 810t T0
Xarelto eumodiler v avamtuén pag cofapng KoTaoTacnc.

Edv éxete mepioocOTEPES EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOL PAPUAKOV, POTICTE TOV
YTpO M TOV PUPLOKOTOLO GOG.

4. IIBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa to phpuaka, £tot Ko o Xarelto propel vo mpokorécel avemBOuNTeS EVEPYELES, AV Kot
dev mapovctalovtatl 6 OGAOLG TOVS AVOPOTOLG,.

Onmg G0 TapOUOL0 PAPLLOKEL, TTOV LELDVOLY TOV oynuaticpud Bpopupmv aipatog, to Xarelto propei
va TpokaAEceL apoppayio, 1) omoio umopel evogyouévag va etvar ameiintikny yo m Lon. H
vrepPolkn| arpoppayio LTopel vor 0dNYNoEL 6 oQVidia TTdon Tng wieong Tov aipatog (6oK). Xe
OPIGUEVEG TEPUTTAGELS, QLT M ooppayio pwopet vo unv etvar eavepn.

Evnuepoote tov YoTpo 605 apécms, £0v TOPOVGLAGETE OTOLUONTOTE UM TIC aKOAOVOES
avemlopnTeg evépyereg:
o onudown arpoppayiog

- OLLOPPOYic GTOV EYKEPAAO 1| HEGO GTO KPOVio (TOL CUUTTMOUOTO UTOPEL VO
TEPILOUPAVOVY TOVOKEPAAO, LOVOTAEDPT] ALOLVAUIC, EUETO, EMANTTIKEG KPIOELS, LELOUEVO
eminedo cvveidnong kot Suokapyio otov avyéva. Mio GoBopr 10Tpiky KOTAGTOOT EKTOKTNG
avaykng. Znmote apécmg otpiky fordeial)

- TOPOTETAUEV 1) VIEPPOALKT cuplopparyia

- évtovn aduvapio, KOTWoT, wypOTNTa, (AN, Tovoképaro, avelnynto Tpnéipo,

dvonvola, Ompakikd Tovo 1| otnOdyym
O ywtpdc oag propel va amopacicet va cog topakorovdel otevotepa 1 va adddéet T Bepameio.

o onNpudow cofapdv avTIOPACE®Y TOV OEPIATOS
- EMEKTEWVOUEVO £VIOVO deppaTIKO eEAvOnpa, puoaiideg N PAGPeg oTovg PAevvoyovoug, m.y.
070 6ToOpA 1 6T0 Pt (GVuvopopo Stevens-Johnson / To&wkn emdepkn vekpoivon).
- U ovTiopOoT) 6TO PAPOKO TOL TPOKOAEL eEAVON U0, TUPETO, PAEYUOVT] TOV ECOTEPIKDOV
0pYAVAV, AUOTOAOYIKEG dlaTapoyEG Kol cLoTNUOTIKY acbéveln (ovvdpouo DRESS).

H cvyvomto avtdv tov avembduntmv gvepyeldv gival moAd oravia (uéxpt 1 otovg 10.000
avOpdOmTOVg)

o onNpudow cofapdv aALEPYIKAV AVTIOPACEDV

- 010N o 6T0 TPOCWTO, TO, XEIAN, TO GTOUA, TN YADGSA 1| TO AALLd, SUGKOAID GTNV KATATOOT),

eEavOnuota Kot SueKOAiEg OTNV avamvor, EAQVIKT TTOCT GTNV TIECT] TOV AiOTOG.
O1 cuyvOTNTEG AVTOV TOV COPAPDOV OAAEPYIKDV AVTIOPACE®V €Vl TOAD GTAVIEG (OVAPUANKTUIKEG
avTIOPACELC, CLUTEPIAUUPOVOUEVOD AVOPVANKTIKOD GOK, UTOPEl va emnpedoovy puéypt 1 atovg 10.000
avBpdOTOLG) Kot Oyl GLYVES (ayyelooionpa Kot aAkepykd oidnpa, pmopel va ennpedost péxpt 1 otoug
100 avBpadmovg).

I'evik6g KaTdAoY0g TOUVAV OVETIOVUNTOV EVEPYELDV
Yuyvég (umopel va ennpedoovy £o¢ 1 ota, 10
Gropor)

- peiwon tov apBpod TV pubpdV apocEapiy 1 oToia PTopel VoL KAVEL TO dEPLO GOg
yAoud Kot vo, TpoKaAEGEL advvapio 1 dvemvola

15



- opopparyio amd To oTopdyL 1 TO £VIEPO, OHOPPAYiD. OO TO OVPOYEVVITIKO GUGT O
(ovpmepthopfavoprévon aipatog ota ovpa Kot Papldg Epunvov puong), aoppayio amd tn po,
alpoppayic omd To ovAa

- 0pOoALKY opoppayio (CVUTEPIAAUPBAVOUEVTG QLOPPAYIOS OTTO TOVS GKATNPOVE YITOVES
(“aompddt”) TV poTidv)

- aupoppayic o€ 16Td 1 KOIAOTNTO TOL GOUATOS (UUATMLOL, LOAWMTES)

- amoPoAr] aipatog pe o Pryxa

- aupoppayio amd to déppa N KAt amd To dEpa

- qlpoppayio. LETA aTo XEPOLPYIKN EMEUPOOT

- GTOYOVOEIONG EKKPLOT OULOTOG ) VYPOD OO TO YEPOLPYIKO TPUVLLA

- TPNEO TOV AKPOV

- Tdvog 61O dKpa

- datapaypévn Aettovpyio Tov veppdv (Umopel va pavel otig eEgtdoeic mov Ba yivovv amd to yiotpod
Gag)

- TopeTdg

- TGVOG GTO GTOUAYL, OlaTapayES TG TEWTS, aicOnua vavtiog 1 vavtio, SuoKoOIMOTNTA, Séppota
- yaunAn aptnplakn wieon (To cvoumtOpoTo propei va ivan aicOnua {dAng | Aurobvuia dtav
Bpiokeote og 0pbla 6TAGN)

- uetpEVT YeviKT dvvaun kot evépyeta (advvapia, KOT®mon), TovoKEQULog, {aAn

- eEavOnpua, kvnoudg

- 01 g€eTdoelg aipotoc pmopel va dgi&ovv pia ovénon opiopévev Nratik®v evipmy

Oy ovyvég (nmopei va emmpedoovy £og 1 oto 100 dropa)

- apoppayio otov EYKEQAAO 1 pHé€oa 6To Kpavio (PAéme Tapamdve onuadio otoppayiog)

- apoppayio og GpOBpwon TpokaAdVTag TOVO Kot TPHEO

- OpopPomevia (younrog apBuog aporeTarioy, Ta Kittapo mov fonbodv atnv &N Tov AinaTog)
- aAAEPYIKEG AVTIOPACELS, CUUTEPIAAUPOVOLEV®Y QALEPYIKADV OEPUATIKAOV OVTIOPAGEWDY

- dtoToparypévn nrotikn Aettovpyia (umopel va damiotwdel otig eEgtdoeig mov
TPOYLOTOTOLOOVTOL 0Td TOV Y1TPO GOC)

- o1 e€etdioelg aipotog umopel va dgi&ovv pa advénon ot yorepvdpivn, o OpIGUEVA TAYKPEOTIKG 1
nratikd éviopa 1 otov oplfpd TV oponeTaliov

- AMmoBupia

- aioOnua adrobeciog

- TOVKOPOTOL

- Enpoctopia

- Kvidwon

Yravieg (umopei vo emnpedoovy émg 1 ota 1.000 drouo)

- qpoppayio og po

- YoAOGTOGN (LEWWUEVT] POT) TNG XOANS), NTOTITION GUUTEP. NTOTOKVTTAPIKNG PAAPNS (PAeYLOVH GTO
finap cvpmep. PAAPNG)

- KITPIVIGHO TOL SEPUATOC KOL TOV MoTIdV (IKTEPOG)

- evTomIGéEVO TP &0

- oLAMOY aipartog (cpdtoua) otn Povfovikny mePLoyT, TOV ATOTELEL ETTAOKY KOPILOKOD

KoOETNPLOCUOY 6TO OMUEl0 E1I0AYMYNG TOV KAOETNPA GE o apTnpic TOL TSV oG

(yevdoavedpoopa)

IMoAY eravieg (umopel va emnpedoovy émg 1 ota 10.000 dropa)

GLGCMPELCT NOGWVOPIAMV, EVOG THTOV AEVK®V OUOGPALPIMY TOL TPOKOAODY QAEYUOVT] OTOV
TVELLLOVO, (NOGTVOPTIMKT TVELLOVIX)

Mn yvootég (1 cuyxvotnto 6gv pmopei va extipn et pe Paon ta dtubéorpa dedopéva)
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- VEQPIKT aVETAPKELD LETA amd cofapr| apopparyio
- aqupoppayio ota veppd LePIKES OPES e TapovGia aiplatog ota oVpa Tov 0dNYEL 6€ advvapia TV
VEQPPAOV VO AELTOVPYNGOVY 6mGTd (VeppomdOeia mov oyetileTot Le ovTITNKTIKA)
- avénuévn mieon avdpeco 6Tovg LHES TOV TOdIDV 1) TOV Ppayldvmv PETA amd aoppayio, o
Katdotoomn 1 omoia uropel va odnynoet o Tdvo, TpNEo, aArotwpévn aicnon, povdtocpa 1
TopdAvon (GVVOPOUO SLOUEPICHOTOG HETA OO Oopporyic)

Ava@opd avemOOunTOV gvepye®OV

Edv mapoatmpnoete Kamowo avemBOUNTN VEPYELD, EVIUEPDGTE TOV YIOTPO 1) TOV POPLOKOTOLO GOG.
AVT0 o0t Kot Yo kaOe mhavr| avemBountr evEPYELR TOL JEV OVAPEPETOL GTO TOPOYV PUALO
odnyudv yprione. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiog, pécw

EA0LGoa

EBvikog Opyaviopog @apudxmv
Mecoyeiov 284

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

Kvbmpog

DoappokevTikés Ynpeoieg

Ynovpyeio Yyeiog

CY-1475 Asvkocia

TnA: +357 22608607

dag: + 357 22608669

Iotétonog: www.moh.gov.cy/phs

Mécw g avapopdg avembObunTmv evepyeldv pmopeite vo fondncete ot GLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LE TNV OCPAAELN TOV TOPOVTOG PUPUAKOV.

5. Iog va purhacoste To Xarelto

To @dppaxo avtd Tpénel va puAGGGETAL GE PEPT TTOL dgV TO PAETOVV Kot OV TO POAVOLV Ta TAUdLA.
No pn p1oLonoleite ovTd TO PAPUOKO UETE TNV NUEPOUNVI ANENG TTOV AVAPEPETAL GTO KOVTI KO
og Kabe kuyEAN 1 eldAn petd v évoeiEén AHEH/EXP. H nuepounvia Anéng eivou n tekevtaio
NUEPQ TOV UNVA TTOV OVOPEPETOAL EKEL.

Agv vapyovv 1d1kEG 0dNYieg d10THPNONG Y10 TO TPOIOV AVTO.

Opvupatiopéva diokio

Ta, Opoupaticpéva diokio prpapoéaumdvng ivar 6tabepd 6T0 vepd Kot 6TOV TOATO UNA0D £0G Kal 4
OpEC.

Mnv metdte QAPUAKO GTO VEPO TNG OMOYETELONG N OTO OWKIOKE amoppippota. Potiote tov
(POPLLOKOTTOLO GOC Y10 TO TMG VO TETAEETE TA PAPLLOKO TTOV OEV YPNCIUOTOLEITE Tl AVTA TOL LETPOL
0o Bondncovv oty Tpoctacic Tov TEPPAALOVTOC.

17


http://www.eof.gr/
http://www.moh.gov.cy/phs

6. Iepreyopeva TS GLVOKEVUGIOG KO AOTES TANPOPOPIES
T epréyer To Xarelto

- H dpaotikn ovsia givor n prpapoapmdvn. Kabe diokio mepiéyet 10 mg piapo&opimévn.

- Ta dAla cvotaTikd givor:
[Mvupnvag diokiov: PKPOKPLGTAAAIKY] KuTTAPivY, KAPUEAAOIN VOTPLOUY0G S10GTAVPOVLEVT,
Aoktoln povoiidpikr, vipopueAloln (2910), vatpio AaovpvAobeukod, payviolo oteotikd. BA.
napdypoeo ‘To Xarelto mepiéyetl Aaxtdln kot vaTpio’.
EnucdAvyn diokiov: moivaibvievoyivkoin (3350), vapopeArdln (2910), dro&eidio tov
trtaviov (E 171), o&gidio tov o1dmpov gpvbpo (E 172).

Epgavien tov Xarelto kot mepieyopeva g 6V6KEVAGIOG

Ta Xarelto 10 mg emkodvppéva pe Aemtd vuévio diokia eivor GTpoyyvAd, opeiKupTa, ovVoIKToD
KOKKIVOL YPpMOUOTOG Kol EMoNUacéVe pe To otovpd g BAYER ot pia dyn kot tov apBud “10”
Kot €va Tpiymvo otnv GAAn 6ym. AlatiBeviol og

- Kuyédec o€ ovokevaoieg tov 5, 10, 14, 28, 30 1 98 emucolvppévav pe Aentd LUEVIO SIoKIOV 1|

- Kuyédec povng 86ong oe cuokevaciec Tov 10 x 11 100 x 1 emkaAvppéva pe Aemtd vuévio diokio
n

- TOAVGLOKELOGIEG OV amoteAovvTal amd 10 Kovtid ta omoia mepiéyovv o Kabéva arnd 10 x 1
EMKOAVUPEVD e AETTO VUEVIO OloKia 1|

- o€ puiheg Tov 100 emkodlvppévev pe AeTTo DUEVIO OIGKIMV.

Mmropei vo, unv KuKAOQOpoUV OAEG 01 GUCKEVAGIEC.
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Kartoyog Adsrag Kvkhogopiog

Bayer AG
51368 Leverkusen
Teppovia

Hopoackevaotic

O TOPUCKELOGTNG UTOPEL VO avayvepLoTeL Pe Tov aplfud Taptidag mov eivol TUTOUEVOG GTO TAEVPIKO
oMNUEI0 TOL KOLTION KOl G€ KABE KOWEAN 1 PLAAN:

-Edv 0 mpdTog Kot devtepog yopaktipog eivar BX, o mapackevactng eival
Bayer AG

Kaiser-Wilhelm-Allee

51368 Leverkusen

Teppavia

-Edv o mpdtog Ko devtepog yapaktipog etvar IT, o mopackevactig etvat
Bayer HealthCare Manufacturing Srl.

Via delle Groane, 126

20024 Garbagnate Milanese

[toAia

-Edv o mpdTog Ko devtepog yopaktipog eivor BT, o mapackevaotrg eivan
Bayer Bitterfeld GmbH

Ortsteil Greppin, Salegaster Chaussee 1

06803 Bitterfeld-Wolfen

I'eppavia

"o omoladnmote TANPOPOPia. GYETUKA [LE TO POV PAPUAKEVTIKO TPOTOV, TAPAKUAEIGTE VO
amgvbovvbeite otov Tomikd avtimpdécsmnro Tov Katdyov e Adesiag Kukhopopiag.

E\LGoa
Bayer EAAGg ABEE
Tmi:  +30-210-618 75 00

Kvmpog

NOVAGEM Limited
TnA: +357-22-48 38 58

To mapov ¢vIho 0dN LAV (PRGNS avadempOnke Yia TeEdsvTaia popd otig 07/2023.

Agntopepeic TAnpogopies Yo To appako avtd givar Slabéoieg 6To dtktvakd Tomo Tov Evpomaikod
Opyaviopob @apudkov: http://www.ema.europa.eu.
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®OLho 00NV Apiiong: IIAnpogopisg Yia Tov ypijoTy

Xarelto 15 mg emukoivppéve pe Aentd vpévio diokia
Xarelto 20 mg emkolvppéva pe Aemtd vpévio diokio
papo&apmavn

AW PaoTe TPOGEKTIKA OLOKANPO TO QPVAAO 0ONYLOV YPNONG TTPLY UPYICETE VO TOIPVETE

avTO TO PAPRAKO, OLOTL TEPLAGUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

- DordEte avTd To POAAO 0Oy YpHong. Towg ypetaotel va to drafdcete Eavd.

- Edv éxete mepartépm amopiec, pwtiote ToV Y10Tpd 1| TOV GOPUAKOTOLO GOG.

- H ocvvtayn yuo avtd to pdppaxo yopnynonke amokAelotikd yio 6ag. Agv Tpémetl vo SOGETE
TO PAPUOKO 0 AAAOVE. Mmopel va Tovg mpokaAéael PAGPN, akdpa kot dTav Ta
CLUUTTOUOTO TNG AoOEVELAG ToVg glvar 1010 e Ta S1kd GOC.

- Edv mapotnpfoete Kamolo avemiBountn EVEPYELN EVIEPDOTE TOV YLOTPO 1| TOV
QOPUOKOTOLd GOG. AVTO 1oYVEL Kot Yo kKBe mhovr avemBOUNTN evEpPYELO TTOV dEV
AVOQEPETOL GTO POV PUALO 0dNY1OV Ypnoms. BAéme mapdypapo 4.

T TePLE el T0 TOPOV QVALO 00N YLOV:

T eivar to Xarelto ko oo gival 1y xpnon Tov

T npénel va yvopilete mpv mdpete to Xarelto

IMo¢ va napete o Xarelto

[MBavég avemBounteg evépyetleg

IMog vo urdcoete o Xarelto

[epreydpeva g cLOKELAGING Kol AOUTES TANPOPOPIES

ok wnE

1. T givan To Xarelto kau wowa givor n xpron Tov

To Xarelto nepiéyel  dpaoctikn ovoia piapolapmdavn.
To Xarelto ypnowonoteiton € evniikovg yia:

I v Tpdnyn Tev BpouPov aipatog oe eyKeEQUAKA (yKEPAAIKO EMEIGOS10) KOl GAAQ
OLLOPOPO AYYEID OTO COUN GOG EAV EYETE L0 LOPPT] AKOVOVIGTOV KOPIoKoD pubpol mov
ovoudletor un PaAPidkn KOATIKY LopUapLYY.

|1 Bepameio OpopPov aipoatog otig pAEREC TV TOdIDV 60 (ev T® Pabel pAefixn Opoupwon)
KOl 670, GUOPOPO. ayYELD TV TVELUOVOV 060G (TVELLOVIKT EUPOAN) Kat TV TPOANYT TNG
enavepeaviong Opoupov aipatog ota apo@opa ayyeio TV T0dOV 60g H/KaL TOV TVELUOV®V
oG,

To Xarelto ypnopomoteitan og mond1d Kot pnPovg nikiog KaTm tev 18 etdv Kot pe copatikd Bapog
an6 30 kg 1| teplocoTEPO Y10
- N Ogpameio OpOUPV AOTOG Kot TNV TPOANYN TNG EXOVEUPAVIOTG OpOUPOV aipaTog OTIG
QAEPEC 1 0T OLLOPOPQ OYYEID TOV TVELUOVOV, LETA 0o apyikn Oepameio TovAdyioTOV
5 NuUeEPOV pe EVESLOL PAPLOKO TTOV YPTCILOTOI0VVTAL Yo TN Bepameio OpouPmv aipatog.

To Xarelto avrket og pia opdado @apuakmv Tov ovoudloviol avtidpoupuTikol mapdyovies.
Agitovpyel amoxieiovtag Evav mToapdyovio ThEems (Topdyovtag Xa) ueumvoviag 1ot TNV Téon
TOV aipaTog va, dnpovpyet Bpdppoug.

2. T npénel va yvopilete npwv mapete To Xarelto
Mnv napete To Xarelto
- €dv glote aliepyikol ot piapolapundvn 1| o€ 0TO100MTOTE GALO GO TAL GUCTOTIKA
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aVTOD TOL PAPUAKOD (AVOPEPOVTAL GTNV TUPAYPAPO 6)

e €xete vepPoikn apoppayio

€qv €xete VOGO 1 KATAGTOON GE KATO0 OPYAVO TOV CAOUATOS GOC TOV OVEAVEL

ToVv Kivouvo coPapng apoppayiog (.. EAK0G GTOUAY OV, TPOVHOTIGHO 1

alpoppoyic 6Tov eyKEPAAO, TPOGPATT ENEUPAOT GTOV EYKEPAAO 1) GTOVG

0B po0C)

€av Aappdavete pappoxo yio tnv Tpdinyn 0poupov (.y. Bapeapivy, dafryatpdvn, amEapmavn
N nropivn), €KTOG 0mrd T0 SIEGTNU KATE TNV GAAAYT TG AVTIINKTIKNG Oepansiog N Otav
Aappdvete nropivn péom eAERkov 1 aptnplakol Kabetpa dote va kpoatndel avorytog.
€4 €xete MMOTIKY VOO0 1) omoia 0dnyel o€ avEnpévo kivouvo atpoppayiag,

edv elote £ykvog 1 Onralete

Mnyv napete to Xarelto ko evnpuep®ote T0 Y10TPO 60 OE TEPITTMGT TOV OTOLOTOTE OO TOL
TOPATAV® 1oYVEL Y10 EGEG.

Ipocdomou|oeis Ko TPOPLAGEELS
AmevBuvBeite otov yloTpd 1 TOV PapROKOTOL0 Gog TPy mapete To Xarelto.

Ipocéére Wwitepa pe To Xarelto

€av €yete avénuévo kivouvo apoppayiog kabng Bo umopodoe va givar o

TEPIMTAOGCN OE KOTAGTACELS OTMG:

[l ocoPapn vOGOC TV VEQPOV Y10, EVAAIKES, Kot LETPLO 1) GoPapTn VEQPIKT VOGOG Yo TodLd
Kot QNPovg, S10TL 1| AEITOVPYIO TOV VEQPDOV GOG UTOPEL VO, EXNPEAGEL TNV TOGOTNTO TOL
(OPUAKOVL OV dPa LEGH GTO GMLO GOLG

- gbv AapPavete A0 QUPUOKEVTIKG okeVAGUTO Yo TNV TpOANYN Bpopupmong (
.y Boapeapivn, dapryatpdvn, améEapmdvn 1 nropivy), KAt Ty aAloyn g
avTurnkTikng Beponeiog 1 0tav Aappdavete nmapivny péow eAefkod 1
aptnprekod Kabetpa dote va Kpatndel avorytdg (BA. mapdypapo «Aiia
oappoxa kot to Xareltoy)

O OLLOPPAYIKES OLOTAPOALYES

) TOAD VYMAN 0PTNPLOKT TTEST, 1) OTTOl0L OV EAEYYETAL LUE PAPUAKEVTIKT OLY®YN

| VOGOL TOL GTOWAYOV N TV EVIEP®V TTOL Ba. LITOPOLGOV VoL 00N YHGOVY GE OLUOPPOAYIa, TT.X.

(QAEYLOVT] TV EVIEPMOV 1] TOL GTOLAYOV, 1| PAEYLLOVT] TOL OLGOPAYOL T.Y. AOY®

YOGTPOOIGOPUYIKN G TOAVOPOUIKNS VOGOL ( VOGOC 6oV Ta 0EE0 TOV GTOUGYO0L KatevhhvovTan

TPOG TOV 0150PAY0) 1 OYKOVG TOL PPICKOVTOL GTO GTOHAYL 1] GTO EVTEPO 1) TN YEVVITIKY| 000 1)

GTO OLPOTONTIKO GUOTN LA

O TPOPANUQ LE T ALLOPOpa aryyEin 6TO oM PEPOG TV 0OPBUAUDY Gag
(ope1BAnotposidonddeia)

O TVELUOVIKT VOG0 Omov ot Bpoyyot dievphvovtar Kot yepilovv pe moov (Bpoyyextooia), 1
TPONYOVLEVT arpoppayic amd ToV TVELUOVA

gav €yxete wia Tpoobetikn ParPida oty KopOIA

edv yvopilete 6T £yete po voGo mTov oVORALeETaLl avVIIPOCEOAITIONKO GOVOPOUO (i

SloTopayN TOL AVOGOTONTIKOD GLGTILOTOG TOV TPOKAAEL avENUéEVo Kivouvo Bpoufov

aipoTog), EVNUEPDOTE TO YITPO G0¢ 0 0moiog Oa amopacicel ebv 1 Oepaneio umwopel va

YpEWOTEL va aALGEEL.

€4V 0 Y10TpOG 060G TPOGOLOPIcEL OTL 1] APTNPLOKT GOC TTieon givor aotadng 1 oyedidletan

Kdmota AN Bepomeio 1 yelpovpyIKn enépPacn dote va apalpedel Opoupog amd Tovg

TVEVLOVEG.

2. MEPITTMON TOV OTOLOONTOTE UMTO TO TAPATAV® LGYVEL Y10, E6AS, EVIIUEPDGTE TO YIUTPO GG
npv whpete 1o Xarelto. O yiatpdg cog Ba amopacicet edv Oo mpénet va napete Bepaneio ue avtod
TO (ApLOKO Kot €6V Ba Tpémel va Ppiokeote VIO 6TEVOTEPT TTOPAKOAOVONOT.

Edv yperdletmn va vropfin0Osite o emépfaocn

givar ToAD onpovtikd va tapete to Xarelto mpv kot petd v enépPacn akpimg otig
Mpeg OV KOOOPIGE 0 YIUTPOS GAC.
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Edv n enéuPaon cog meprrapfdvel kabetipa 1) €veon oty 6TOVOLAIKY GTHAN (TT.)y. o€ poyaio
N emokANpido avaicdncio N mapéupaon yia peioon tov T6VOL):

*Eivar moAd onuovtikd va AdPete to Xarelto mpv kot petd v €veon N TV aQaipecTn Tov
KkaBetpa akpPdg 6TIG DPES TOV GOG £XEL LIOOEIEEL O Y10TPOS GOlg

*Evnuepmote 10 y101pd 60G apécmg edv arcbavieite povdlaoua 1 advvapio oto Todo 6ag M
TPOPANUOTO GTNV KOWE M TV KOOTN UETA TO TEAOG Tng avaisOnoiog, oot amarteiton
enciyovsa epovtida.

Moword ko Eenpor

Ta diokia Xarelto dev cuvieT@VTOL Y10 TOdLE pe cOPaTIKO fapos katm Tov 30 kg.

Agv VILapyovV emapKeEic TANPOPOPieg GYeTIKA pe T ¥pnon Tov Xarelto g madid Kot epPPovg yia
T1G €VOEIEEIC TTOL APOPOVV TOVG EVIAIKEC.

Alro @appoxa kon Xarelto

Evnuepdote Tov yotpo 1 10V QapproKonold cog dv Taipvete, £xete TApeL TPOCOATA, N UTOPEL val
épeTe AL PAPLOKO, KOO KOL AVTA TOL dEV Gag YoV Yopnynbei e cuvtoym.

- Edv naipvere

" OPIOUEVO PAPUOKO Y10, LUKNTIOGIKES AOUDEELS (TT.). PAovkovalOAN,
rtpaxovaloin, Bopikovaloin, molakovaloln), ektog edv avtd
gpuppolovial uovo Gto dEpL

= Jiokio keTokovalOANG (xpnoiorotovvTol yio T Oepomeior Tov cLUVOPOLOL
Cushing - 6tav o opyavicpog Tapdyet VIEPPoOAIKT| KOPTILOAT)

= OoplopEVa PapuaKa Yio Paktnplokég Aouméelg (t.y. kKhapidpopvkivn,
gpvbpopvkivn)

= oplopéva avit-ukd edppaka yio HIV / AIDS (r.y. pitovafipn)

" GAha eapuako yio T peioon e tNEEmg Tov aipatog (w.y. evo&amapivn,
KLomdoypEAN N avtaymviotég g Prrapivng K ortmg Bapeapivn kot
0GEVOKOLLLOPOAT)

= QVTIQAEYHOVAOOT Ko Tovoimova gdpuaka (1.y. vampo&Ev 1 akeTVAOGOAMKVAIKO 0ED)

= Jpovedapovn, Eva eapuoko yia ) Oepancio Tov Tadoloyikol KapdiakoD puhuon

= opilopéva eappaka yio tn Oepaneio g katdOinyng (exiektikol avaoToAEig
gnovompocAnync oepotovivng (SSRI) 1 avactoAeic eravompocAnyng
vopemveppivns-cepotovivig (SNRI))

2. TEPINTTMON TOV OTOLOONTOTE U0 TO. TUPATAV® LGYVEL Y10, E6AS, EVI|UEPDCTE TO
YWTPo Gag mpv Tapete To Xarelto, s16t n dpdon Tov Xarelto umopei va avéndei. O yratpog
cag 0o amopacicel edv 0o Tpénel va ndpete Oepameia e avTd TO PAPUAKO Kot g0V Oa Tpémet
va Bpickecte VIO GTEVOTEPT TAPAKOAOVONGT.

Edv o yiatpog cag kpivel 0Tt dtatpéyete avEnpévo Kivouvo va avamtHilete EAKN 610 GTopdyL 1
070
£€vtepo, Umopel emiong vo Yp1CLLOTOGEL TPOANTTIKN Bepameio Katd Tov EAKOVC.

- Edv naipvere
" oplopéva pappoko yio tn Ogpomeio e emAnyiog (eavotoivn,
kapPapalenivn, eavoPapPrtdin)
»  Boloaudyopto (Hypericum perforatum), éva gutikd npoiév mov
ypMolLonoteital yio ) Bepameio TG KataOANYNG
" preopmikivn, €va avtiPlotikd

g TEPIMTTMOG TOV OTOLOONTOTE UTTO TO TUPUTAVE® LGYVEL Y10 E6US, EVI|LEPDGTE TO YLUTPO
cog npw mapete to Xarelto, S0t 1 amotedespatikotnta tov Xarelto pmopei va givan
pewwpévn. O yotpdc oog Bo amopaciosl, ebv mpénel va voPAnbeite oe Oepancio pe Xarelto
Kot gbv mpémel vo. fpiokeote vITO 6TEVY TOPOKOAOVONON.

22



Kdnon kot Onhaocpog

Mnv népete to Xarelto eav giote éykvog 1| OnAalete . EGv vrdpyel mepintmon vo peivete £ykuoc,
YPNOUOTOMGTE AELOTIOTN AVTIGVAAN YT Y10 OGO YXPOoVIKO didotna Toipvete to Xarelto. Eqv peivete
£YKVOG EVD TOUPVETE 0VTO TO PAUPLOKO, EVIIUEPDOTE TO YIUTPO OOG QAUECWOS, 0 0T010¢ Ba amopacioet
DG O TPETEL VAL OVTILETOMIGTEITE.

Oonynon ko yEPLoPOg PNYAVNRATOV

To Xarelto umopei vo mpokaiéoet (GAn (cuyvr avemBOuntn evépyela) 1 Mmobopio (Ox1 cuyvi
avemBount evépyeia) (PA. Tapdypao 4, «ITibovég avemBounteg evépyeleey). Aev mpémel va
odnyeite avtokivnTo 1 TOSMANTO, VO XPNGLULOTOEITE OO TOTE EPYAAEin 1] POV LOTA EGV
TaPOLGIALETE TETOLN GUUTTOLUOTO.

To Xarelto wepiéyer Aaxtoln kKou vaTplo

Av 0 yuTpdg 60c, oag EYEL eviUep®oEL OTL £xete ducsavesia Yo opopéva Gakyapa,
EMKOWMVIOTE L€ TOV YIOTPO GOG TTPLV VO TAPETE AVTO TO PUPLAKEVTIKO 1O10GKEVACLLAL.
AvT06 TO appaKo TTEPLEYEL AlydTEPO 0td 1 mmol vatpiov (23 mg) ava diokio, lvar ovTd TOV
ovoudlovpe «erevBepo vatpiovy.

3. Iog va mapete to Xarelto

[Tédvtote va maipveTe AT TO PAPUOKO OLGTNPA COUP®VA LE TIC 00NYIEC TOL YIUTPOV GG,
Edv éxete appiforieg, potiote TOV Y10TPO 1) TOV QOPUAKOTOLO GO,

[Ipéner va tapete 10 Xarelto poli pe éva yeopa.
Korameite 1o(a) diokio(a) katd mpotiunon pali pe vepo.

Edv éyete duokolrio va katamieite To 610kio 0OAOKANPO, GV{NTAGTE UE TOV YIUTPO GOG OYETIKA
pe dAdhovg tpdmovg Aqyng tov Xarelto. To diokio pmopei va Opoppotiotet Kot vo avoperydet
LEe vepO M TOATO PAAOV QPECHS TPV TO TAPETE. AVTO TO pelypa TPEMEL va akoAovBeitat
apEC®G amd TPOPT).

Edwv givon amapaitnto, 0 Y1otpog 6ag Wmopel emxiong vo oag xopnynoet to Opvupatiopévo
dtokio Xarelto péc® yaoTpikod coANva.

I6c0 va mapete
- Evijlkeg
o To v 7pdAnym tov Opoufov aipatog o€ eykePailkd (eyKepalikd enelc010)
Ko GAAC OLUOPOPO OYYEID GTO GO GOG
H cuvictopevn d6on sivar éva diokio Xarelto 20 mg pia popd trv nuépo.
Edv éxete veppikd mpoPAnuota, 1 6601 umopel va peiwdel og £va diokio Xarelto 15
mg pia opd v Nuépa.

Edv yperaletar va vroPAnbeite oe Bepomeio yio amoppaypuéva apo@dpa ayyeio otnv

Kkapdd cag (1 onoio ovoudleral dadeppiky otepaviaio topéupacn - PCI pe torofétnon

stent), vVGpyEL TEPLOPIOUEVT TEKUMPiOT Yo peiwon TG dOoNg o€ éva diokio Xarelto 15

mg pio opd v nuépa (N o éva diokio Xarelto 10 mg pia @opd v nuépa o€

TEPITTOOT) TOV 01 VEPPOL GO OV AEITOLPYOLV GMGTA) 68 GUVOLOCUO LE Eva

OVTIOUOTETAALKO QUPUOKEVTIKO TPOTOV OTIMG 1 KAOTIOOYPEAT).

o Ta ) Ogpaneia OpduPov aipatog otic EAEPES TV TOdIOVY Kot Opoufmv oto a1poedpa

ayyeio TV TVELHOVOV GOG KOl Y10, TV TPOANYT| TNG ETAvVEUPAVIoNg Opoufov aipatoc.
H cvvictdpevn d6on sivar éva diokio Xarelto 15 mg dvo @opéc v nuépa. yio Tig mpmTeg 3
efdopades. I'o ) Oepancio petd tig 3 efdopddec, 1 cuvicTdpEVT dOoN eivon éva, diokio Xarelto 20
mg pio opd v Nuépal.

Metd and TovAdyiotov 6 punveg avtifpouPotikig Oepameiag, o yiutpog Gog Umopel vo

amo@uciosl vo cuveyioel T Oepamneia gite pe éva diokio Twv 10 mg pia @opd tv nuépa
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eite pe éva diokio Twv 20 mg pia eopa TNV NUEPQ.

Edv éxete veppikd mpoPAanuorte kot taipvete éva dtokio Xarelto 20 mg pia popd tnv
NUEPO, O 1TPOC GO UTOPEL Vo amopacicel Tn peimon g d6ong Yo T Oepameion peTd
and 3 gfdopadeg oe éva diokio Xarelto 15 mg dma& nuepnoing eav o kivovvog
alpoppayiog etvar peyardtepog amd Tov kivouvo amdktnong véov Opoufov.

Mowora ko Epnpor
H d60n tov Xarelto e£aptdtol amd to copatikd Bapog cog kot Oo vroroyiotel amd Tov yroTpo.

. H ocvvietopevn d6on yia mondid kot eprifoug pe copatikd Bapog petatv 30 kg kot
Katm Tov 50 kg sival éva diokio Xarelto 15 mg dnoé nuepnoing.
. H cuvictduevn 8601 yia moudid kot pnpovg pe sopatikd papog 50 kg 1 nepiocdtepo

gtvan éva dwokio Xarelto 20 mg dnaé nuepnoiong.
[aipvete kKaOe d6om Xarelto pe Kamoro vYpoO (m.y. vepd N YuUod) Katd T dtdpkela evog YeOLATOG.
[aipvete Ta diokia KaOe pépa mepimov v idwo dpa. EEetdote 10 evdeyduevo vo pubuicete Eva
EumvnTpt Yo va oag to vevupilet.
[Moa yoveic 1 ppovtioTtég: mapoakaiovpe Tapatnpiote To wondi yuo va Peforwbeite 0Tt €xet
AnoeBel n TA7pPNG dOOM.

KoBmg 1 8601 tov Xarelto Baciletal 6to copatikd Bapog, elvar onUAvVTIKO va Trpeite Tig
TPOYPOUUATICUEVES EMCKEYELG GTOV YITPO GOG, O10TL 1] OGN EVOEYETOL VAL YPELALETAL VL
TPOCOAPUOGTEL avVAAOYO UE TIC LETOPOAES TOV Bdpovg.

oté punv wpocappiélere ™ 6601 Tov Xarelto pévor cac. O yiatpog Bo Tpocapuodcel T d6oM
edv elvar amapaitnro.

Mn doympilete To dlokio o€ pio TPOSTADELD TAPOYNS KAACUATOG oG d0omg dlokiov. Eav
amorteiton YapunAdTeEPT S00T|, TOPAKOAOVLE YPTCILOTOGTE TIV EVOALOKTIKN TOPOVGIOGT
KOKKimV ylo TOc1Ho evampnua Xarelto.

Mo moud1d kot epMPovg Tov dev UTOPOVV VO, KOTATIOVV Ta. J16Ki0 OAOKAN PO, TPETEL VAL
YPNOUYLOTOLOVVTOL T, KOKKIO Y10 OGO gvaldpnuo Xarelto.

Edv to moéoyo evaidpnua dev etvan dtabéoipo, to diokio Xarelto pmopel va Bpvppatiotei Kot va
avaperydel pe vepod 1 TOATO AoV apéomg Tpv T Aqyn. Pdte mocdTa TPOPNG CUpov AdPeTe
ot to petypo. Eqv eivon amapaitnto, o yuotpog cog pmopel eniong vo yopnynoet To
Opvppatiopévo diokio Xarelto HEGM YOOTPIKOD GOANVA.

Ed&v @tdoete T 0001 1] KAVETE ENETO

. Myotepo amd 30 Aentd apdTov €xete mapet to Xarelto, whpte pia véa d6om.

. neplocdTePo omd 30 Aemtd apdTov £xeTe MApeL To Xarelto, punv Tapete o véa dOoM.
Ymv nepintoon avt, Tapte TV EnoUevn do6on Xarelto ) cuvndicuévn dpa.

Emwowvoviote e Tov Y1aTpd €Gv QTOVETE TN 6001 1 KAVETE EUETO EXAVEILUUEVO ALPOD TAPETE
10 Xarelto.

Iléte vo wapete To Xarelto

Iaipvete 1o diokio(a) kaBe pépa PEYXPL O YIOTPOG GOG VO, GOG TTEL VO GTOULOTIOETE.
Ipoomadnote va naipvete to(a) dtokio(a) v ida dpa kabe pépa yio va to Buudote
gvkoAdtepa. O yiatpog oag Ba anopacicet yio 1660 ypovikd dtdotnua Oa Tpénet va
ocvveyioete T Oepamneia.

INo va amoeiyete ) dnpovpyia OpdpuPwv otov eyKEQOAO (EYKEPUAIKS) KOl AAAOVG
Opoupovg oto GO GOG:

Edv yperaletar emavoapopd 1@V QUGIOAOYIKGOV Kapdlokdv puludy cag pe pio dtodikacio
7ov ovopaletal kapdoavataén, Adfete o Xarelto oTig Mpeg TOL GOg EXEL LTOOEIEEL O
yiotpdg Gog.
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Eav Eeyaoete vo mapete to Xarelto

- Evikec, moudud kon Eonfou:
Edv maipvete éva diokio tv 20 mg 7 éva diokio tawv 15 mg pia gopa v nuépa Kot
Eexaoate pia 600, Tapte TNV POMG To Bounbeite. Mnv mhpete Tovo omd Eva d1oKio PéGa o
pio nuépa yio vo avomAnpmcete pia 60om mov Eeydoate. [apte to emduevo diokio v
EMOUEVN MUEPQ Kot KATOTLY cuveyiote va maipvete £va diokio pio popd tnv nuépa.

Edv maipvete éva diokio tov 15 mg dvo @opéc v nuépa kot Egxdoate pia 60om, Tdpte TNV
poig to BuunBeite. Mnv mépete maveo omd dvo diokio Tov 15 mg péca oe pia nuépa. Edav
Eexdoate va mhpete pia doom, umopeite va mépete dHo diokia Twv 15 Mg tavtdypova yio va
Aafete Eva oovoro dHo dokiov (30 mg) oe pia nuépa. Tnv exdpevn nuépa, mpémet va
ovveyiocete va maipvete €va diokio Twv 15 mg 6vo popéc v nuépa.

Edav mapete peyoarvtepn 66on Xarelto amd tnv Kavoviki
Emwowvoviote auécmg Pe Tov YoTpo Gog e6v £xete mapel mhpo moALd diokio Xarelto. H Anym
vrepPolikng mocotnTag Xarelto av&dvet tov Kivovvo apoppayiog.

Eav etapoticete vo maipvere To Xarelto
Mnyv otapatoete va maipvete to Xarelto yopic va evnuepmoete mpmdta 10 Y1otpd 60G, S10TL TO
Xarelto avtipetonilel kot Tporopfavel cofapéc KOTAGTACELC.

Edv éxete mepiocdTEPES EPOTNGELS GYETIKA LLE TN YPNOT] AVTOV TOL PAPUAKOV, POTICTE TOV
Y10Tpd 1| TOV QOPLAKOTOLO GOG.

4, IMBavég avemBOuNTES EVEPYELEG

Onwg 6Aa to pdpuaka, £tot Ko o Xarelto propel vo mpokorécel avembounteg evEpyeleg, av Kat
dev mapovctalovtal 6 GAOLG TOVS AVOPOTOLG,.

Onwg GAAo ToPOLOLL PAPUAKD, TOV HELOVOLV TOV oyxnuatiopd Opoupov aipatog, o Xarelto
umopel va TpokoaAEcel apoppayio, 1 omoia propei evdeyopévmg va givar ameldntikn yio ) (on. H
vrepPolkn| arpoppayio pmopel vo 0dNYNoEL 68 EVidio, TTOGN THG apTnplakng micong (cok). Xe
OPLOLEVEC TEPUTTAGCELS, 1) Oupoppayio pmopel vo punv eival govepn.

Evnuepoote apécwg To Y10Tpé 605 EGV TOPOVGLAGETE OTOLAONTOTE OO TIS OKOLOVOEG
avemOOuNTES EVEPYELES!

e onNudaowe apoppayiog
- OLLOppOyic 6TOV EYKEPAAO 1| LEGO GTO KPOVio (TOL CUUTTMOHOTO UTOPEL VO
TEPILOUPAVOLY TOVOKEPAAO, LOVOTTAEVPT] ALOLVAULIC, EUETO, EMANTTIKEG KPIoELS, LELOUEVO
eminedo ovveidnong katl Svokapyio otov avyéva. Mio coBopr 10TpiKy KOTAGTOOT EKTOKTNG
avdyxne. Znmote opéong opikn fordeial)
- TOPUTETAUEV 1) VIEEPPOAIKT cuplopparyia
- évtovn aduvapio, KOTWoT, WYPOTNTO, (AN, TOoVvoKéPalo, avenynto Tpn&po,

dvonvola, Ompaxikd Tovo | atnOdyym

O y10tpoGg 060G UTOPEL VO ATOPUCicEL VO oag Topakolovdel otevotepa 1 va aAlGEet T Oepameio.

e ONUAOE GOPUPAOV OVTIOPAGCEMY TOV OEPRATOG
- EMEKTEWVOUEVO EVTOVO deppatiko eEavOnua, euoaiideg 1 PAaPec otovg fAevvoyovoug, .y, 6TO
otoua M oto patia (cbvopopo Stevens-Johnson / ToEKN eMOEPUIKT VEKPOALGT)).
- L0 ovTIOpOIoT] GTO QAPLOKO TOL TPOKOAEL e£AVON L, TUPETO, PAEYUOVT] TOV ECOTEPIKADOV
0pYAVOV, OUOTOAOYIKESG dlaTapayEG Kol cuoTnuatikn acBéveln (cvvopopo DRESS).

H ocvyvomto avtov tov avemfountov evepyeioveivar told ondvia (uéypt 1 otovg 10.000
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avOpdOTOVg)

e oNEASO GOPAPOV FALEPYIKAOV OVTIOPACEMV
- oid1uo 010 TPOCWTO, TO XEIAN, TO GTOUA, TN YADGSA 1) TO AAO, SUGKOAIN OTNV KATATOGT,
eEavOnuata Kot SuokoAieg oty avamvon, EAPVIKY TTOGT 6TNV mieoT Tov aipatog. Ot
GUYVOTNTES OVTAV TOV OAAEPYIKOV avTIOPAcE®V glval TOAD GTAVIES (OVAPUANKTIKES
avTOPACELS, CUUTEPILOUPAVOUEVOL AVOPLAOKTIKOD GOK, Umopel va emnpedoovy puéypt 1
otovg 10.000 avBpdmovg) kot 0yl cuyvES (aryYEl00idNUa Kot OAAEPYIKO 0idNUa, UTOpEl va.
emnpedoet péypt 1 otovg 100 avOpmmovg).

YuvontTikn AMiota pe mOavEg avemOUUNTES EVEPYELES TOV TTAPOVGLALOVTUL GE EVIIAIKES, TALOLA
Ko gpr)pfoug

Yuyvég (umopel va emmpedoovy émc 1 oto 10 dropa)

- ueiwomn tov apBpod TV epuBpdv apocearpimv 1 oroia uropel vo KAVEL TO dEPHLOL YAMUO Kot Vo
TPOKOAESEL aduvapio 1 SVCTVOL

- opopparyior 6To GTOUAYL 1 TO £VTEPO, OLOPPOYiO OTTO TO OVPOYEVVITIKO GUGTILN
(ovpmephopBavoprévon ainatog ot oVpa Kat Popidg EUunvov pouoeng), apoppayio and tn po,
aloppayic and To ovia

- apoppayio 6To pATL (CLUTEPILOUPAVOIEVIC QLLOPPOYING OO TOVG GKANPOVGS YLITMOVES
(“aompadt”) TV paTidV)

- aupoppayia o€ 16O 1 KOIAOTNTO TOL GOUATOS (UUATMLO, LOAMTES)

- amofoAn aiportog pe To Pyo

-opoppayio amd o dEPHO 1 KATW amd To dEPUL

- alpoppayio. LETA OTo XEPOLPYIKN EMEUPOOT

- OTOYOVOELONG £KKPLON QILATOG 1} LYPOV Ald TO XEPOVPYIKO TP

- TPNEO GTO AKPOL

- TOVOG oTol GKpaL

-dvchertovpyia Tov veppmv (umopel va pavel otig e€gtdleic mov Ha yivovy omd To yaTpd o)
- TupeTOg

- TOVOG GTO GTOUAYL, SlOTAPAYES TNG TTEYTS, TAON V1o EUETO 1] VAL TiO, SLOKOIALOTNTA, dlappoLa
- yaunAn aptnplakn wieon (To cvoumtdpoTo propei va eivan aicOnua {dAng 1 AmoBupio kotd
v opbia 6Taon)

- HELOUEVT YEVIKT dOvaun Kot evépyeta (advvapia, KOTmon), Tovoképalog, (aAn

- eEavOnua, kKvnopodg

- 01 g€eTdoelg aipotog pmopei va dgiovv pia avénon og optopéva nratikd Eviopa

Oy ovyvég (Lmopet va emnpedocovy éog 1 ota 100 dropa)

- gloppayic 6TOV EYKEPAAO 1) GTO ECAOTEPIKO TOV Kpaviov (PAETE Tapamdvem, OMUASIO OLLOPPAYING)
- apoppayia og dpBpwon mov Tpokarel mOVo Kot TPHELO

- Opoppomevia (yopnAoc apOudc aponetaiiov, To KutTopa 7oV fondovv oty THén Tov aipatog)
- GAAEPYIKEC OVTIOPACELS, CUUTEPIAUUPBAVOUEVOVY OALEPYIKADV SEPUATIKADV AVTIOPAGEDY

- dwatapaypévn NroTikn Aertovpyio. (umopel va damotbel otig e€etdoeig mov Ha
TPOYLLOTOTOMOEL O Y1OTPOG GOC)

- 01 g€etdoelg aipotog umopel va dgi&ovv pa avénon otn yorepvdpivn, o oplGUEVE TAYKPEOTIKG 1
nratikd éviopa 1 otov aplipd TV aponeTodimv

- MmoBupia

- aioOnua adrobeciog

- TouKoPdia

- EnpooTtopia

- Kvidwon

Yaavieg (umopei va emnpedoovy £o¢ 1 ota 1.000 dropa)
- qpopparyio péca Ge
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- yoAootoor (LeldpéV pon| TNG YOANC), NTATITION CUUTEP. NTATOKLTTOPIKNG PAAPNC (PAeypovn oTo
nmop copmep. PAGBNG)
- KITPIVIGUO TOV BEPUOTOG KOL TOV HoTLdV (IKTEPOC)
-EVIOTIGEVO TPNELO
- ovAAoyn aipartog (apdtope) otn BovPovikn TEPLOYN, TOV OTOTEAEL EMTAOKT KOPILOKOD
KaOETNPLOGLLOV GTO GNLELD EIGOY®YNG TOL Kabethpa o€ o aptnpio Tov TOd0V Gag
(yevdoavedpuoio)
IMoAd oravies (umopel va ennpedcovy £og 1 ota 10.000 dropa)

GLGGMPEVCT NOGIVOPIAMV, EVOG THTOV AEVK®V OUOGPALPIMY TOL TPOKUAODY QAEYUOVT OTOV
TVEOLLOVA (T|OGIVOQPIAIKT] TVELHLOVID)

Mn yvoetés (1 cvyvotnta dev pmopel va ektiun el pe Baon ta drabéoipo dedopéva)
- VEQPIKT avemdpkelo LeTd omd cofapn aipoppayic
- aqupoppayio oto veppd Lepikés opég Le Tapovsia aiplatog ota ovpa Tov 0dnyel o€ advvapio Tov
VEQPPAOV VO, AELTOVPYNGOVY 6mGTd (VePpomddeia mov oyeTileTal e ovTUTKTUKEL)
- avénuévn mieon avapueca 6Tovg LHEC TOV OOV 1 TOV Ppayldvmv LETE amd aloppoyia, pio
Katdotoon 1 omoia uropel va 0dnynoet o THVo, TPNEWO, aAlotwpévn aicOnon, povdtoca 1
napdivon (cOvopopo dapepicpoTog Hetd amd aopparyia)

AvemBounrteg gvépysieg og moaord ko eenfovg

I'evikd, ot avemBounteg evépyeleg mov mopatnpndniay oe Toadld Kot epnPovg mov EAafav Bepameia
ue 1o Xarelto tav TopOUOI0V TOTOV pE EKEIVES TOV TOPATNPNONKOYV GE EVIHAIKEG KO )TV KVPIMG
NG E®G LETPLOG COPAPOTNTOC.

AvemBOunTeg evépyeleg Tov TapatnpNONKay o cuYVA o€ TadLd Kot EPRPovg:

IMoAd ovyvég (umopei vo exnpedoovy meplocdtepovg omd 1 otovg 10 avOpmdmovg)

- TOVOKEPOAOG

- TLUPETOG

- pvoppayia

- €UETOG

Yuyvég (umopel va emmpedoovy émg 1 otovg 10 avOpdmoug)

- aVENUEVOC KOPILUKOG TTOALOG

- ot e€etdioelc aipatog pmopel va dei&ovv abénom g xorepvOpivng (XpOOTIKY TNG YOANC)

- Opoppomevia (Yaunrog apOuog aporetarioy, ta oroia gival ta kdTTopa ToL fonbody oV
&N TOL aipATOg)

- Papid Epunvog poon

'Oy ovyvég (umopel va emmpedoovy émg 1 otovg 100 avBpmdmong)

- ot e€etdioelc aipatog pmopel va dei&ovv abénon og vrokatnyopiog e yoAepvOpivng (Gueom
xorepuBpivn, XPOOTIKY TG YOANG)

Ava@opd avemOOuNTOV EVEPYEL®OV

Edv mopotnprioete Kamoo avemOOunT evEPyELd, EVIUEPMOGTE TOV YITPO 1) TOV (POPLUKOTOLO GOG.
Av10 1oy0et Ko Yo kdBe mhovn avemBounTn evépyela Tov dgv avapPEPETAL 6TO TAPOV GUALO
odnyumv yprone. Mmopeite emiong va avagépete avemBounTeg evépyeleg anevbeiog, HEco

EApLGoa

EBvikog Opyaviopog @apudrkmv
Meooyeimv 284

GR-15562 XoAlapyog, Adnmva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
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Iotétonog: http://www.eof.gr

Kvnpog

Dappoxevtikég Ynnpeoieg
Ynovpyeio Yyeiog

CY-1475 Agvkooia

TnA: +357 22608607

dag: + 357 22608669
Iotétonog: www.moh.gov.cy/phs

Méow g avapopds avemBOunTmV evepyeldv pumopeite va fondncete 61 cLALOYT TEPIGGOTEP®V
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TOPOVTOC PUPIAKOD.
5. Ilog va purhacocste To Xarelto
To @dppaxo avtd Tpémel va pLAAGGETAL GE LEPT) OV OgV TO PAETOVV Kol OV TO POAVOLY TOL TTOdLA.
No pn yp1oLoTolEite 0vTO TO PAPLOKO UETE TNV NUEPOUN VI ANENG TTOV AVAPEPETAL GTO KOVTI KO
o€ KGOe KoywéAn 1 1N petd v évoeién AHEH/EXP. H nuepopnvia Anéng givan  tedevtaio
NUEPO TOL UNVO TOV AVOPEPETOL EKEL.

Agv vrdipyovv g1d1Kég 0dnyieg draTrpnong ywa to Tpoidv avto.

Opuppoticuéva dokio
Ta Opvppaticpéva diokio prpapolapndvng eivar 6tabepd 610 vepd Kot 6TOV TOATO UAOL £0¢ Kol 4

OpPEC.

Mnv metdite @APLAKO GTO VEPD TNG AMOYETELONG N OTA OIKLAKA amoppippata. Potmote tov
(POPLLOKOTTOL0 GOG TAG VO TETAEETE TOL PAPLLAKE. TTOV OV YPTCILOTOLETE Tl AvTd T péTpa Oa
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Mepreyépeva TG GVOKEVAGIAG KOL AOUTEG TANPOPOPIES

T egpréyer To Xarelto

- H dpactikn ovoia givar n ppapoapmavn. Kabe diokio mepiéyet 15 mg 13 20 mg
ppapo&apmdiv.

- Ta dAha cvoToTIKA EtvoL:

[Mvupnvag dtokiov: MikpokpuoTaAdkn KuTTapivr ,KapreAholn vaTplohyog SlucTavPOVIET,

hotoln povoddpikn, vrpopeAloln (2910), varpio AaovpvAiobeukd, poyviolo oteotikd. BA.

napdypoeo 2 ‘To Xarelto mepiéyel Aaxtdln kot vaTplo’.

Emwcdioyn drokiov: TToAvarBuievoylvkoin (3350), vrpoueArdln (2910), dio&eidio tov titaviov (E 171),
0&eidio Tov o1dnpov gpvbpd (E 172).

Epgavien tov Xarelto ko wepreyopeva g 6vokevociog

Ta Xarelto 15 mg emkodvoppuéva pe Aemtd vpévio diokio gival oTpoyyvAd, KOKKIVOU ¥pOUATOC,
aupikvpto, kol emonuocuéva pe 1o otowpo g BAYER ot pio dyn kot tov apBud “15” kat éva
Tpiyvo otnv GAAN Oy).

Awrtifevton og

-Koyéheg o€ ovokevaoieg tav 10, 14, 28, 42 1 98 emkolvupévov pe Aemtd vuéVIo Siokimv M
-KoyéLeg Lovng 06on¢ o€ ovokevaciec v 10 x 11 100 x 1 emkaivppéva, pe Aemtd vuévio diokiao M
-TOAVGVOKELUGIEG TTOV amoTeELoVVTAL 0o 10 KovTId Ta 0ol TEPLEYOVY TO Kabéve 10 x 1
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EMKOAVUUEVD e AETTTO DUEVIO dloKia 1|
-G€ YuaAvo uTovkdAla ov meptEyovy 100 emtkodvppévo pe Aentd vévio d1okia.

Ta Xarelto 20 mg emkodlvppéva pe Aemtod vUEVIO SloKia VoL KOPE-KOKKIVOV YPDUATOC, GTPOYYVAL,
apeikvpta kot emonpacpéva pe to otavpo g BAYER ot pia 6ym kot tov apiBud “20” kot éva
Tpiy®mvo otnv GAAn oym.

AwtiBevtan og

- Koy édeg o€ ovokevaoieg tov 10, 14, 28 1 98 emkaAvppévav pe Aemtd vUEVIO doKimV 1

-KOYELEG LoVNG 000N ¢ o€ cuokevaciec Tov 10 x 11 100 x 1 emkaivppéva pe Aemtd vévio diokia 1
- TOAVGLOKELOGIES OV amoteAovvToL amd 10 Kovtid ta omola wepéyovv 1o Kabéva 10 x 1
EMKOAVUPEVE e AETTO LUEVIO dloKia 1),

-G€ YuaAvo UrovkdAla wov meptEyovy 100 emtkodvppévo pe Aentd véVio d1okia.

Mmropei vo, unv KoKAOQOpoUV OAEC 01 GUOKEVOGIEC.
Karoyog Adsrog Kvkhogopiog

Bayer AG
51368 Leverkusen
Teppovia

Hopackevaotic

O TOPUCKEVAGTNG UTOPEL VO OVaYVOPIGTEL e TOV aptBud TapTidag Tov eival TVTOUEVOS GTO TAEVPIKO
onpeio Tov KoLTIOL Kot 6€ KABe KLWEAN 1] PLEAN:

-Edv o mpmdtog kot devtepog yapaxtipag eivar BX, o mapackevactig etvat
Bayer AG

Kaiser-Wilhelm-Allee

51368 Leverkusen

Teppovia

-Edv o mpmdtog kat devtepog yapakthpag eivat IT, o mapackevaot givar
Bayer HealthCare Manufacturing Srl.

Via delle Groane, 126

20024 Garbagnate Milanese

ItaAia

-Edv o mpmdrog kot devtepog yapaxtipag eivar BT, o mopoackevaotrg ivat
Bayer Bitterfeld GmbH

Ortsteil Greppin, Salegaster Chaussee 1

06803 Bitterfeld-Wolfen

Teppovia

INo omoladnmote TANPOPOPic GYETIKA UE TO TOPOV PUPUUKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevbuvbeite otov Tomikd avtimpoécmmo Tov Katdyov e Adsiag Kvkhopopiag.

EAlLada

Bayer EALég ABEE

TnA:  +30-210-618 75 00
Kvmpog

NOVAGEM Limited

TnA: +357-22-48 38 58
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To mapév ¢viro 0dNYLAV xprioNg avadewpOnke Yo TeEAevTOio Popd oTig 07/2023.

Agntopepeic mAnpopopieg yio To pappako avtd eitvar dStubéoieg 6to SikTvakd TOTO TOV
Evponaikod Opyavicpod @apudkov: http://www.ema.europa.eu
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OYAAO OAHT'IQN XPHXHX: IAHPO®OPIEX I'TA TON XPHXTH

Xarelto 15 mg emkoloppéva pe Aemtod vpévio diokio
Xarelto 20 mg emkaloppéva pe Aewtod vpévio diokio

Yvokevacia Evapéng Oepameiog
Oyt yo ypriom o€ TodidL.

ppapoapmdvn

Awpaote TPOoEKTIKE 0OLOKAPO TO QVALO 00N VLAV YP1|OI|S TTPLV APYiCETE VO TOIPVETE
aVTO TO PAPRAKO, OLOTL TEPLAGUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

DuraEte avTd To POAAO 0o YLDV YpNoNg. Towc ypetaotel va o dafdcete Eava.

Edv &yete mepartépm amopieg, poTHGTE TOV Y1IATPO 1] TOV POPLAKOTOLO GOG.

H cvvtayn yio autd 1o eapprako yopnynnke omokAEIGTIKA Yo 60c. AgV TPENEL VO, ODCETE
TO PAPLOKO G AAAOVS. Mmopel va Tovg mpokaAésel PAGPN, akdpa Kot OTav Ta
CLUTTOUOTO TNG aoBEveLdg Tovg elvar 101 pe Ta d1kd Goc.

Edv mapotnpricete Kdmowo avemBountn evEPyeLa EVIUEPDGTE TOV YLOTPO 1| TOV
QOPUOKOTOL0 GOG. AVTO oYVEL Kot Y10, KAOE mhovn avemBOunT evépyelo Tov dgv
AVOQEPETAL GTO TAPOV POALO 00NY1OV Ypnomg. BAéme mapdypapo 4.

T ePLEEL TO TOPOV QVALO 0ONYLOV:

SouhkrwNE

1.

Tt eivon to Xarelto ko mwowa givo  yprion tov

Ti npénet vo yvopilete mpw ndpete to Xarelto

Iog vo mapete to Xarelto

[MBavég avemBounteg evépyeteg

IMod¢ va pvidooete To Xarelto

[Mepreydpeva tng GLOKEVAGING Kol AOUTEG TANPOPOPIES

T givon To Xarelto kot wowa gival 1 xpion Tov

To Xarelto mepiéyet T dpaotiky ovoia pipapoloumdvn Kol xpNoUonolEiTal o EvnAikong yia:

™ Ogpameia OpouPav aipatog otic EAEPEC TV TOdIBV cag (ev Tm Padsl refikn Bpoupwon)
KOl 670, QUOPOPO. ayYELD TV TVELUOVOV 060G (TVELLOVIKT EUPOAN) Kat TV TPOANYT TNG
emaveuaviong Opoupov aipotog ota apoEoOpo. ayyeio. TV TodIdV oag /KoL TV TVELUOVOV
oG,

To Xarelto avfkel 6g pio opdda PopUaK®V Tov ovopaiovtal ovtiBpoupmtikol Tapdyovtec.
Agrtovpyel amoxieiovtag Evav tapdyovio TEems (Topdyovtag Xa) LeumvovTag ET61 TNV Téon
TOV aipaTog va, dnpovpyet Bpdppoug.

2.

T npémer va yvopilete npwv mapete To Xarelto

Mnyv napete To Xarelto

gav glote alepyikoi ot piapoéaundvn 1| o 0mo100MTOTE GANO GO TO GVGTOTIKA
avToD TOL PapPUaKOL (AVaPEPOVTAL GTNV TaPAYPaPO 6)

€av €yete vepPorikn cupoppayio

€ €xete vOGO 1 KATAGTOON GE€ KATO0 OPYAVO TOL CAOUATOS GOG TOV AVEAVEL

TOV Kivouvo coPapng aupoppayiog (m.y. EAKOC GTOUMYOV, TPOVUATIGUO 1
aoppOyic. 6TOV EYKEQPAAOD, TPOGPATY EXEUPAOT OTOV EYKEPAAO 1) GTOVG
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0O povC)

€av Aappdavete pappoxa yio tnv Tpdinyn 0poupov (.y. Bapeapivn, dafryatpdvn, amEapumavn
N Nrapivn), €KTO¢ amd T0 SLACTNUO KOTA TV GAAAYT TG OVTIINKTIKNG Beparmeioc 1 Otav
Aappdvete nropivn péom eAERkov 1 aptnplakol Kabetpa dote va kpotndel avorytog.

€4 €xete MIOTIKN VOO0 1) omoia 0dnyel o€ avEnpévo kivouvo atpoppayiag,

edv elote £ykvog 1 Onralete

Mnyv napete to Xarelto ko evnpuep®ote T0 Y10TPO 60 GE TEPITTM®GT TOV OTOLONTOTE OO TOL
TOPATAV® 1oYVEL Y10 EGEG.

IIpocidomou|oeis Ko TPOPLAGEELS
AmevBuvBeite oTov YloTpd 1 TOV POPROKOTOL0 Gog TPy mhpete to Xarelto.

Ipocéére Wwitepa pe o Xarelto

€qv €yete avénuévo kivouvo apoppayiog kabaog Bo pmopovoe va givar pio
TEPIMTAOGCN GE KOTAGTACELS OTMG:
[l coPapn vOGOC TV VEQPOV, dIOTL 1| AELTOVPYIN TOV VEPPDOV GO UTOPEL VO EXNPEACEL TNV
TOGOTNTO TOL PUPIAKOD OV JPO. LEGO GTO GMLN GG
L gbv AapPavete A0 QUPUAKEVTIKG oKeEVAGUTO Yo TNV TPpOANYN Bpopupmong (
.y Boapeapivn, dapryatpdvn, amEapmdvn 1 nroapivy), KAt Ty aAloyn g
avTIINKTIKNG Oepameiog 1 0tov AouPavete nrapivn péow eAEPKod 7
aptnprekod Kabetpa ®ote va Kpatndel avorytdg (BA. mapdypapo «Aiia
oappoxa kot to Xareltoy)
0 ALULOPPAYIKEG SLOTOPUYES
O TOAD VYMAN OPTNPLOKT TTEST, 1) OTTOl0L OV EAEYYETOL UE POPUAKEVTIKT OLY®OYN
0 VOGOL TOL GTOWAYOV N TV EVIEP®V TTOL B LTOPOLGOV VoL 00N YHGOVY GE OLLOPPAYIa, TT.X.
(QAEYLOVI] TOV EVIEPMOV 1] TOL GTOUAYOV, 1| PAEYLLOVT] TOL OLGOPAYOL T.Y. AOY®
YOGTPOOIGOPUYIKNG TOAVOPOUIKNG VOGOL ( VOGOC 6o Ta 0£E0, TOV GTOUGYO0L KatevhhvovTan
TPOG TOV 0160PAY0) 1 OYKOVG TTOL PPIicKOVTOL GTO GTOUAYL 1] GTO EVTEPO 1) GTN YEVVITIKT 000 1)
GTO OLPOTONTIKO GVOTN LA
) TPOPANLA LE T ALLOPOPQ AryYEID 6TO THO® PEPOG TMV 0POAAUDY Gag
(auepAnotpocidondOea)
| TVELLOVIKT VOGO 070V 01 Bpdyyot dievpvvovtal kat yepuilovv pe moov (Bpoyyektacia), )
TPONYOVUEVT arpLoppayic oo TOV TVELLOVOL
e €yxete pa mpoohetikn ParPida oty KopSIA
€av yvopilete Ot £xete o voco mov ovopaletal avIipmo@OATIONKO GOVOpoUo (pio
SlTopay TOL AVOGOTOINTIKOD GLGTILATOC TOV TPOKAAEL avénuévo kivouvo Bpoufov
aipatog), EVNUEPMOTE TO Y1OTPO Gag 0 omoiog o amopacicetl v 1 Oepaneio pnopei va
ypeloTel va oAAGEEL
€4V 0 Y1otpOg 0ag TPOGOLOPIGEL OTL 1] APTNPLOKT GOG Tieon ivon aotadng 1 oyedidleton
Kol AN Bepaneio 1 yelpovpywky enépPaon dote va apaipedel Opoupog amd tovg
TVEVLOVEG.

2. MEPITTMON OV OTOLOONTOTE UMTO TO TAPATAV® LGYVEL Y10, E6AS, EVIIUEPDGTE TO YIUTPO GG
npv mhpete 1o Xarelto. O yiatpdg cog Ba amopacicet edv Oo mpénet va napete Bepaneio pe avtod
TO QApPLOKO Kot €6V Oa Tpémel va Ppickeote VO 6TEVOTEPT TTAPAKOAOVONOT.

Edv yperdleton vo vropfin0site oc eméppfoon:

glvan ToAD onpovTikd va tapete to Xarelto mpw kon petd my exépPacn akpimg oTig

Mpeg OV KOOOPIGE 0 Y1TPOG OAG.

Edv 1 emépPaon oag mepthapPdver kabethpa 1 £€veon otnv 6TovOoLAIKT 6THAN (TT.). o€ poryloia
N emekAnpido avaicOnoio | mapéuPacn yia peimon tov w6VoL):

* Eivol moAd onpovtkd va AdPete to Xarelto mpv kou petd tnv éveon N v apaipeon Tov
KkaBetpo akpPdS 6TIC DPEC TOV GOG £XEL VITOOEIEEL O YIUTPOG GAG

* Evnuepmote 10 y10tpo 6oc apéomg eav arcbavieite povdtacua 1 advvapio oto wddia 6oc M
TPOPANUOTO OTNV KO M TNV KOOTN UETA TO TEAOG Tng avoisHnoiag, 010t amotteitol
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enciyovsa epovtida.

Moword kar Eenpor

To Xarelto cuokevacia évapéng Bepaneiog dev suvieTdTon Yo drope nikiog Kato Tov 18
£T®OV KaOADG elvar 101KA oxedlacpévn ya v évopén g Bepaneiog evniikmv acBevdv Kot dev
elval KatdAANAn yio yprion o€ Toudld Kot PnPoue.

Alro gappoxa kon Xarelto
Evnuepdote oV yiotpo 1 1oV QopproKonold cog edv naipvete, £xete mdpel mpdoeata, 1 Lrnopet
va TapeTe AAAL PApLLOKO, OKOLO KoL QUTA IOV dEV GaG £xovV xopnynOel pue cuvtayn.

- Edv maipvere

= OPIOUEVH PAPUOKO Y10 LUKNTIOGIKEG AOUDEELS (1) pAovkovaloAn,
rtpakovaloin, Bopucovaloin, tolaxovalokAn), ektog €4V avTd
gpappoloviar Lovo oTo dEPLO

= Jiokio KeTokovaloAng (ypnoiporotovvtol yio ) Bepaneio Tov GuVOPOLOL
Cushing - 6tav o opyaviopog tapdyst viepfoAikn KoptiloAn)

= opilopéva eappoka yio Baktmplokés Aoumtelg (m.y. KhapBpopkivn,
gpvbpopvkivn)

= oplopéva avit-ukd edppaka yio HIV / AIDS (m.y. pitovafipn)

= Ao eapuaka yio. T peimon e méemg tov aipotog (w.y. evo&omapivn,
KLomdoypEAN N avtaymviotég g Prrapivng K ortmg Bapeapivn kot
0CEVOKOVLOPOAT)

= QVTIQAEYUOVAOOT Ko Ttovoimova gdpuaka (1.y. vampo&Ev 1 akeTUAOGOAMKVAIKO 0ED)

= Jpovedapovn, Eva eapurako yia ) Bepaneio Tov TaBoloyukol Kapdiakol puhpov

= opicpéva eapuake yio tn Ogpaneio ¢ katdOAyng (exkhektikol avooTolElg
enovamposAnyns oepotovivng (SSRI) 1 avactoAeig eravanpocAnyNg
vopemveppivng-cepotovivig (SNRI))

Y.g TEPITTMOT TOL OTOLOONTOTE OTO TA TAPUTAV® LG VEL Y10 EGAC, EVI|UEPDOTE TO

YwTpo oag mpv mapete to Xarelto, s10t n dpdon tov Xarelto propei va awénbei. O yotpdg
oag Oo amopacicst edv Oa Tpénel va ndpete Oepameia e avTtd TO PAPLOKO Kot edv O Tpémet

va Bpiokeote Vo oTEVOTEPT TapAKOALOVONOT.

Edv o yiatpog cag kpivel 0Tt dtatpéyete avEnpévo Kivouvo va avamtHEete EAKN 6TO GTOMAYL M

070 £VTEPO, UTTOPEL EMIGNC VA, YPTCLULOTOCEL TPOANTTIKY Oepameio KoTd TOL EAKOVG.

- Edv maipvete
| oplopéva eappoxoe. yio. tn Oepameio tng emAnyiog (eawvvtoivn,
kapPapalenivn, eavoPapPrtdin)
"1 Bahoapoyopto (Hypericum perforatum), éva @utikd mpoiov mov
ypNolonoteital yio ) Bepameio TG KatdOANYNG
PLPATIKivn, Eva avTiplotiko

Y& TEPITTMGT TOV OTOLOONTOTE OTTO T TAPUTAVM LGYVEL YU E6AS, EVIILEPADOTE TO YIO.TPO
oo npwv mapete to Xarelto, diott n amotedecuatikotnta tov Xarelto pmopei va givau
pewwpévn. O yorpdc oog Oo amopaciost, ebv mpénel va vrofAnbeite oe Oepancio ue Xarelto

Kot €0 mpEmeL va fpiokeote LILO GTEVH TOPOKOAOLOON.

Kinon kot Oniacpog
Mnv mapete to Xarelto edv eiote éykvog | Onhalete . Eqv vrdpyel mepintwon vo. peivete éykvoc,

YPNOUOTONGTE AELOTIOT OVTIGVAAN YT Yio 0G0 ¥POoviKO didoTnua Ttoipvete to Xarelto. Eqv peivete
€YKVOG EVMD TOUPVETE OVTO TO PAPLLOKO, EVIIUEPDOTE TO YIULTPO OUG AUECWOS, O 0T010G B amopacioet

TAOG O TPETEL VO AVTILETOMICTEITE.

Oonynon ko EPLGROS PN AV HLATOV
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To Xarelto propei vo mpokoréoer LaAn (cuyvi avemBOuntn evépyeia) | Mmobouio (61 cuyvy
avemBountn evépyeia) (PA. mapdypapo 4, «ITibovég avemBounTeg evEpyelec»). Agv mpEmeL va

odMyeite AVTOKIVNTO 1 TOONANTO, VO YPTCILOTOLEITE OTOLUONTOTE EPYOAEID 1] UNYOVALLOTO EGV
TaPOLGIALETE TETOLN GUUTTOLOTO.

To Xarelto wepiéyer haxtoln Ko vatpro

Av 0 yuTpdg Gac, oag EYEL evnuep®ael OTL £xete ducsavesia Yo opopéva Gakyapa,
EMKOWMVIOTE L€ TOV Y1OTPO GOG TTPLV VO TAPETE AVTO TO PUPLAKEVTIKO 1O10GKEVOGLLAL.
AvT106 10 PappaKko mepLEyeL Atydtepo amod 1 mmol vatpiov (23 mg) avd diokio, lvar ovTd TOL
ovopdlovpe «erevBepo vatpiovy.

3. Iag vo wapete To Xarelto

[Tédvtote va maipvete avTd TO PAPUAKO CLGTNPA COLE®VA LE TIG 00NYIES TOL YITPOV GOG.
Edv éxete apeiforieg, potiote TOV Y10TPO 1) TOV QOPUAKOTOLO GO,

[Ipénet va mapete To Xarelto poli pe éva yeoua.
Korameite 1o(a) diokio(a) katd mpotiunon pali pe vepo.

Edv éyete duokolrio va katamieite To 616Ki0 0AOKANPO, GL{NTAOTE LLE TOV YITPO GO GYETIKG,
ue dAhovg tpémovg Anyng tov Xarelto. To diokio umopei va Opoppotiotel Ko vo avoperydei
UE VEPO M TOATO UNAOV QUECHC TPV TO TAPETE. AVTO TO pelypa TPEMEL va akoAovBeitot
OUECHG amd TPOOT.

Edwv givon amapaitnto, o yiatpog oag pmopel eniong va oag xopnynoet 1o OpuUpaticpévo
dtokio Xarelto péc® yaoTPIKOD GOANVA.

Iléoo va mapete

H ovvictduevn d6om givar éva diokio Xarelto 15 mg d0o popéc v nuépa yia. Tig Tpmteg 3
gPdoudoes.

I'a ™ Bepaneia petd tig 3 efdopddec, n cvvicTmdpevn d0on givar vo diokio Xarelto 20 mg pio
@opd TNV Npépal.

Avt 1 ovokevaoia Evapéng Xarelto 15 mg kot 20 mg apopd povo otig tpmteg 4 gfdopades g
Oepameiag.

Katd v ohoxAnpwon ¢ Oepanciog pe avtn ) cvokevacio Oa cuveyicete pe to Xarelto 20 mg
amoé nuepNGimg OTMG GO £YEL GVGTNOEL O YLUTPOS GOC.

Edv &yete veppikd mpofAnpata, 0 Y1TpOc GoG UTOPEL Vo 0moQacicel T peimon g 000G Yo
Oepancior petd anod 3 efdopddsg ot éva diokio Xarelto 15 mg dna& nuepnoiong edv o kivdvuvog
alpoppayiog eivor peyoddtepog amd Tov Kivouvo amdktnong véov Opoufov.

Iléte vo mapete To Xarelto

Iaipvete 1o diokio(a) kaBe pépa PEYPL O YIOTPOG GOG VO, GOG TTEL VO GTOULOTIOETE.
Ipoonadnote va naipvete to(a) dtokio(a) v ida dpa kabe pépa yio va to Buudote
gvkoAdtepa. O yatpog oag Ba anopacicet yio 1660 ypovikd dtdotnue Oa Tpénet va
ovveyiocete ) Oepameia.

Eav napete peyorlvtepn d6om Xarelto amo v kavoviki
Emkowvovinote pe 1o yiorpd cag apuéons av mpote napa todla diokio Xarelto. H Aqyn
vrepPolikng mocodtnTag Xarelto avéavet tov kivdvvo oipoppayiog.

Eav Egyaoete vo mapete To Xarelto

- Edv maipvete éva diokio tov 15 mg dvo @opéc v nuépa kot Eexacote pio d0or, TapTe TV
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uoAg to Boundeite. Mnv mapete Tavo omd dvo diokio Tov 15 mg péoa oe pia nuépa. Edav
Eexaoate va mhpete pia doom, uropeite va mhpete 000 diokia Twv 15 Mg tavtdypova yio va
MaPete éva ohvoro 800 dtokimv (30 mg) oe pia nuépa. Tnv exduevn nuépa, TpéneL va
ocuvveyioete va maipvere €va diokio twv 15 mg 6o popéc v nuépa.

- Edv maipvete éva diokio tov 20 mg pia ©opd v nuépa kot Egxdoate pio d6om, ndpte TNV
noAg to Bounbeite. Mnv mhpete TAV® 0o Evo SIOKIO0 HEGH GE pia NUEP YO VOl
avamAnpacete o 60om ov Egxdoarte. Ildpte 10 endpevo diokio TNV emMOUEV NUEPA KOt
KaToOmY cuveyioTe va Taipvete £va 01oKio pia popd TNV NuUEPa.

Eav otopatiicete va maipvete to Xarelto
Mnyv otopatioete va maipvete to Xarelto yopic vo evuepmdoete Tpdta 10 y1oTpd cog, 810t T0
Xarelto avtipetonilet kot mporapPdvel GoPapéc KOTOOTAGELC.

Edv éyete mep1ocoTEPES EPMTNCELS GYETIKA LLE TN XPTOT CLTOV TOV POPUAKOV, POTIGTE TOV
YTpO M TOV PAPLOKOTOLO GOG.

4, IMBavég avemBOuNTES EVEPYELEG

Onmg 6Aa 0 @appaka, Tt kat To Xarelto pmopel va Tpokarécel avembOunTeg EVEPYELES, OV Kat
dev mapovctalovtal 6 OGAOLG TOVS AVOPOTOLG.

Onog GALo mapdpHoLo ApUOKa, TTOV HEOVOLY TOV oynuoTioud Opoufov aipotog, 7o Xarelto
umopel va TpokoAécel apoppayia, 1 omoia propel evogyopévmg va glvar ametdntikn yia ) {on. H
VIEPPOAIKT| apopparyio. LITopel vor 081 YNOEL 6€ 0Ppvidia TTdom TG aptnpLokng micong (cok). Xe
OPIOUEVEG TEPIMTMGELS, 1| otpoppayio umopel va unv givar pavepn.

Evnuepoote apécmg To y10Tpd 060G £0v TAPOVCLACETE 0TOLO.ONTOTE OO TIS AKOAOVOEG
avemOounTEg EVEPYELES:

o onudown arpoppayiog
- alpoppayio 6Tov eyKEPAAO N LEGO. 6TO Kpavio (Ta cuumtduate uropel vo meptiapupdvouy
TOVOKEPUAO, LOVOTAELPT| adVVAiN, EUETO, ETANTTIKEG KPIOELS, LELMUEVO EMMESO GLVEIDOTG KO
dvokopyio 6Tov avyéva. Mia cofapn TPk KATAGTOOT] EKTOKTNG OVAYKNG. ZNTHOTE AUESHG TPIKY|
Bonbeial)
- TopaTeTAPEVT 1 VIEPPOAKT aupLoppayio
- évtovn aduvapio, KOTWOT, WyPOTNTO, (GAN, TOoVvoKEéPalo, avenynto Tpn&po,

dvonvola, Ompakikd Tovo 1| otnOdyym

O ywtpdc oag propel va amopacicet va cog topakorovdel otevotepa 1 va adddéet T Bepameia.

e oNUAOE COPUPAOV OVTIOPACEMY TOV OEPRATOG

- EMEKTEWVOUEVO EVTOVO depuaTikd e€avOnua, puoalideg 1 PAAPeg 6TOVG BAEVVOYOVOLC, TT.)Y. GTO GTOUN.
1N oto patia (chvopopo Stevens-Johnson / ToE1KkN eMOEPUIKT VEKPOALGOT). Ui OVTIOPOGT) GTO PAPLLOKO
7oV TPoKaAel eEAVOM L, TLPETO, PAEYUOVI TOV ECOTEPIKMOV OPYAVAV,

OLULOTOAOYIKEG SlaTtapayEg Kot cuotnuatikni actévela (cuvdpopo DRESS).

H ocvyvomto avtdv tov avembountmv evepyeldv gival moAd oravio (uéypt 1 otovg 10.000
avOpdOmToVg).

o  oNudow cofapdv dALEPYIKAV AVTIOPACEMV
-0idnua 6TO TPOGMTO, TA. YEIAN, TO OTOUW, TN YADGGO 1 TO Aoud, SLGKOAIN TNV KoTtdmoon,
eEavOnuata Kot SuoKoAieg otV avamvor, EAPVIKN TTOCT TNV TEST TOL aipatog. O cuYVOTNTEG
QUTAOV TOV OAAEPYIKOV aVTIOPACE®V Elval TOAD GTAVIES (OVOPLANKTIKEG AVTIOPACELS,
GUUTEPTAOUPAVOUEVOD AVOPLAAKTIKOD GOK, UTopEl va emnpedoovy uéypt 1 atouvg 10.000
avBpoOTOLG) Kot Ol GLYVES (ayyelooidonpa Kot aAdepyikd oidnpa, pmopel va ennpedost péxpt 1 otoug
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100 avBpadmovg).

YuvonTikn AMiota pe mOavég avemOvunTES

gvépyerec:

Yoyvég (umopet va enmpedoovy émg 1 ota 10 dropa)

- peimon tov apBpod TV pLOpPOY apocEapiy 1 omoia UTopel va KAvel To dépua

yAoud Kot va TpokaAécsel advvapia 1 Suemvola

- qpopparyior 6TO GTOUMYL 1) TO £VTEPO, OLOPPOYiol OTTO TO OVPOYEVVITIKO GUGTILN
(ovpmephopBavoprévon ainatog ot ovpa Kat Baptdg ERunvov pouoeng), apoppayio awd tn o,
alpoppayio and o ovia

- apoppayia oto patt (cupmeptlopPavopévng atpoppayiag amd Toug GKANPOVS ITOVES
(“aompddt”) Tov poTidv)

- aupoppayio o€ 16O 1 KOIAOTNTO TOL GOUATOS (UUATMLOL, LOAWMTES)

- amofoAn aipartog pe To Pyo

-oupoppayio amd to déppa 1 KATw amd to dEpUa

- alpoppayio. LETA OTo XEPOLPYIKN EMEUPOOT

- OTOYOVOELONG £KKPLON QILATOG 1} LYPOV Ald TO XEPOVPYIKO TP

- TPNEO OTA AKPa.

-dvciettovpyia TV veppmv (umopel va pavel otig e€gtdleic mov Ha yivovy omd To yraTpd o)
- TdVOG 610, dKpal

- TUPETOG

- TOVOG GTO GTOUAYL, SlOTAPAYES TNG TTEYTS, TAON V1o EUETO 1] VAL Tia, SLGKOIALOTNTA, SLdppoLa
- xounAn aptmptokn wieon (ta copmtdpate propei vo givat aicOnpo (dAng f MmoBupio kot
v 6pbia otdon)

- HEWOUEVT YEVIKT dVvaun Kot evépyeta (advvapia, KOTmon), TovokEpalog, (aAn

- eEavOnua, kKvnopodig

- 01 g€etdoelg aipotog pmopeil va dgiovv pia avénon og optopéva nratikd Evivpa

Oy ovyvég (Lmopet va emnpedocovy éog 1 ota 100 dropa)

- gloppayic 6TOV EYKEPAAO 1) GTO ECAOTEPIKO TOV Kpaviov (PAETE Tapamdve®, OTIASIO OLLOPPAYING)
- apoppayia og dpBpwon mov Tpokarel mOVo Kot TPHELO

- Opoppomevia (younAog apBuog aiporetariov, ta kdtTapo Tov fondodyv otnv TN TOV CipLeTOC)

- OAAEPYIKEC OVTIOPAGELC, CUUTEPTLOUPAVOUEV®Y OAAEPYIKDV SEPUOTIKDV OVTIOPAGEDV

- dlatapaypévn nratikn Asttovpyia (umopei va dwomotwdel otic e€etdoeic Tov O TPAyYULUTOTONGEL O
YTPOG GOG)

- o1 e€eTdoelg aipotog pmopei va 6giovv o adEnomn ot yorepudpivn, 6e OpIGUEVE TOYKPEATIKA 1|
nratikd Eviopa | otov apldpd TV auoneTaAiny

- MmoBupuia

- aioOnua adrobeciog

- TaVKoPdia

- Enpoctopia

- kvidwon

Yaavieg (umopei va emnpedoovy £o¢ 1 ota 1.000 dropa)
- qpoppayio péca oe Lo

- yoAOGTOON (LEIOUEVT) POT} TNG YOANG), NTUTITION GUUTEP. NTOTOKVTTAPIKNS PAGPNS (PAEYLOVT GTO
frap cvumep. BAGBNG)
- KITPIVIGUO TOL OEPUOTOC KO TOV POTIOV (IKTEPOG)
-EVIOTIGLEVO TPNELLO
- ovAAOYY aipatog (apdtoue) otn BovPoVviKn TEPLOYN, TOV OTOTEAEL EMTAOKT KOPILOKOD
KOOETNPLOCUOY GTO GNUEID EIGOY®YNG TOL KAOETHPa G Ui apTnpic TOV TOJO0V GOg
(wevdoavedpuoio)

36



IMoA¥ eravieg (umopei va emnpedoovy émg 1 ota 10.000 dropa)

GLGGMPELCT NOGWVOPIAMV, EVOS THTOV AEVK®V AHOGPALPIMV TOL TPOKOAODYV QAEYLOVI GTOV
Tvedova (NOGIVOPIMKT TVELHOVIN)

Mn yvoetés (1 cvyvotnta dev pmopel va ektiunei pe Baon ta drabéoipo dedopéva)
- VEQPIKT avendpkelo LeTd omd cofapn aloppayic
- cqupoppayio oo veppd Lepikés opég e Tapovsia aiplatog ota ovpa Tov 0dnyel o€ advvapio Tov
VEQPPAOV Va. AELTOVPYNGOVY 6mGTd (VePpomtddeia mov oyetileTat Le avTUTKTUKE)
- avénpévn mtieon avdapeca 6Tovg PHES TOV OOV 1 TOV Ppayldvev LeTd amd aoppoyic, o
Katdotoomn 1 omoia uropel va odnynoet o Tdvo, TpNEo, aArotwpévn aichnon, povdtocua 1
napdivcn (cHvopouo dapepiouatog LETE amd alpoppoyic)

Ava@opd avemOounToVv evepyELOV
Edv mopoatnproete Kamoo avemBOunTn evEPYEL, EVIUEPDGTE TOV YITPO 1) TOV POPLOKOTOLO GOG.
AvT0 1oyveL Kot Yo kdOe mhavr| avemBountn evEPyELa TOL dEV AVOPEPETAL GTO TAPOHV PUALO OdNYIDV
¥pHone. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeiog, pécw

EA\rada

EBvikog Opyaviopog @apudrkmv
Mecoyeiov 284

GR-15562 XoAlapyog, Adnva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
Iotértomog: http://www.eof.gr

Kvbmpog

Doppoxevtikég Yanpeoieg
Yrovpyeio Yyeiag

CY-1475 Agvkooia

TnA: +357 22608607

dag: + 357 22608669
Iotétonog: www.moh.gov.cy/phs

Mécm ™G avapopdg avemBOounTmv evepyelmv puropeite vo fondnoete ot GLAAOYY TEPLGCOTEPDV
TANPOPOPLDY GYETIKA UE TNV OCPAAELN TOV TOPOVTOG PUPUAKOV.
5. IMog vo puhdsoete To Xarelto
To @apuaxo owtd TPETEL Vo PLAACCETOL GE UEPT) OV OgV TO PAETOVY KoL O&V TO POAVOLV T TSI,
Noa pn ypMoLonoteite avTd T0 PAPUOKO LETE TNV NUEpOoUNVic ANENG TTOVL AVAPEPETAL GTO KOVTI KOt
o€ Kabg koyéAn petd v évoelén AHEH/EXP. H nuepounvia Anéng eivar 1 tedevtaio nuépo tov
UVOL TTOL OVOQEPETOL EKEL.

Agv vrdpyovv e181Kég 0dnyieg draTrpnong yo To TPoidv avto.

Opuupoatiopéva diokio
Ta, Opoupaticpéva diokio prpapoéaumdvng eivar 6tabepd 6T0 vepd Kot 6TOV TOATO UAAOD £0G Kal 4

OpPEC.
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Mnv metdite @APLAKO GTO VEPD TNG AMOYETELONG N GTA OIKIAKA amoppippata. Potote tov
(POPLOKOTTOL0 GOG TAG VO TETAEETE TAL PAPUAKE, TTOV JEV YPTCILOTOLEITE Tl AvTd T péTpa Oa
BonBncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpeva TG cVoKEVAGIAG KOL AOUTEG TANPOPOPiES

T epréyer to Xarelto

- H dpaoctikn ovoia givar n prpapoapmavn. Kabe dioxio mepiéyet 15 mg 13 20 mg
ppopo&apmdvn avticTotyo.

- Ta dAha cvoToTiKG gtvar:

[Mupnvag dtokiov: MiKpokpuGTOAMKY KLTTAPIVY, KOPUEAAOLN VATPIOUYOG SLUGTOVPOVLEVT,

hotoln povoddpikh, vtpopeArdln (2910), varpio Aaovpvrobeukd, poyviolo oteotikd. BA.

mopaypapo 2 ‘To Xarelto mepiéyetl Aaktoln kai vatplo’.

Emwcdioyn dtokiov: TToAvarBulevoylukoan (3350), vepouesArdln (2910), di0&eidio tov titaviov (E 171)
0&gidio Tov odmMpov gpubpd (E 172).

Epgavien tov Xarelto ko mepieyopeva g 6voKeLOGiag

Ta Xarelto 15 mg emkoloppéva pe Aemtd vuévio dtokio givar oTpoyyvAd, KOKKIVOU ¥pOUATOC,
aupikvpto kol emonuocuéva pe 1o otowpo g BAYER ot pio dyn kot tov apBud “15” kat éva
Tpiymvo oty dAAn oym.

Ta Xarelto 20 mg emkodlvppéva pe AemTod VUEVIO S1oKia VoL KOPE-KOKKIVOV YPDUATOS, GTPOYYVAL,
apeikvpta kot emonpacpéva pe to otavpo g BAYER ot pia 6ym kot tov apiBud “20” kot éva
Tpiymvo otnv dAAn 6ym.

Yvokevoia Evapéng Tov Tpodtov 4-efdouddnv: Kabs cuokevacio pe 49 emtkadlvupévo e
AemTO LUEVIO SloKimV TEPLEYEL:

42 emkaAvppéva pe AETTO VUEVIO dlokia 15 mg kot 7 emikoivupévo e Aemto vuévio diokio 20
mg € avadITAOVLEVT] CLCKEVAGTA.

Mmropei vo, unv KoKAOQOpovV OAES 01 GUCKEVOGIEC.
Karoyog Adcrog Kvkiogopiog

Bayer AG
51368 Leverkusen
leppovia

MMopookevactiig

O mopackeLaoTHC UTopEl va. avayvmplotel e Tov optpd Taptidag mov ivol TVTOUEVOS GTO TAEVLPIKO
onueio Tov KoLvTIOL Kot 6€ KAOE KLYWEAN 1) PLAAN:

-Edv o mpmdtog kot devtepog yapaxthipag eivar BX, o Tapackevactig etvat
Bayer AG

Kaiser-Wilhelm-Allee

51368 Leverkusen

Teppovia

-Edv o mpmtog kot devtepog yapakthipag eivat IT, o mapackevaotg eivar
Bayer HealthCare Manufacturing Srl.

Via delle Groane, 126

20024 Garbagnate Milanese

Itohia
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-Edv o mpdtog kot devtepog yapaktinpag eivar BT, o mopackevactic eival
Bayer Bitterfeld GmbH

Ortsteil Greppin, Salegaster Chaussee 1

06803 Bitterfeld-Wolfen

I'eppavia

INo omoladnmote TANPOPOPia GYETIKA E TO TUPOV PUPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
angvBuvleite oTov Tomikd avtimpoécono tov Katdyov g Adstog Kukhopopiag.

E)\LGoa
Bayer EAAég ABEE
TnA:  +30-210-618 75 00

Kvnpog
NOVAGEM Limited
TnA: +357-22-48 38 58

To mapov ¢vLho 0dNYLOV (pR6NS avadempOnke Yo TeELevTaia Qopd otig 07/2023.

Agmtopepeic TANPOPOpPIES Y10 TO PAPLOKO QVTO Eival SLoBECIUEG GTO SIKTVAKO TOTO TOL
Evponaikod Opyaviouod @apudkov: http://www.ema.europa.eu
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®OLho 00NV ypiiong: IIAnpogopisg Yia Tov (pijoTy

Xarelto 1 mg ml kokkio Yo w6c1H0
EVaLOPN IO

papo&opmivn

AW PaoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YPNONG TTPLY UPYICETE VO TOIPVETE

avTo TO PAPNAKO, O10TL TEPLAAUPAVEL GNPAVTIKES TANPOPOPiES. AVTO TO PULAAO 00N YLDV

xpNons &xel ovvrayBei Yo Tov acevi] («eogicy) kKar Tov yovéa 1] @povTioTi] Tov Ba

XOPNYNGEL AVTO TO PAPIOKO GTO TALOL.

- DordEte avTd TO POAAO 0Oy YpHong. Towg ypelaotel va to drofdcete Eavd.

- Edv éxete mepartépm amopiec, pwtiote TovV Y1oTpd 1| TOV GOPUAKOTOLO GOG.

- H cvvtayn yuo avtd to pdppoko yopnynonke amokAeloTikd yio 6og 1 yio 1o mwondi. Agv
TPEMEL VO, ODCETE TO PAPIOKO G€ AAALOVE. Mmopel va Tovg TPOoKaAEGEL BAGPT, akOua Kot
OTOV TO GLUTTOUATO TG AGHEVELAS TOVG gtvar 1d1a.

- Edv eoeig 1 To mondi mopatnproete KAmola avemBountn vEpYeELn EVILEPDOGTE TOV YLOTPO
N ToV PapULOKOTold 6oc. AvTd 1oyVeL kot yio KaBe mbavn avemBountn evépyela Tov dev
AVOQPEPETAL GTO TAPOV POALO 00N Y1V Ypnomg. BAéme mapdypopo 4.

T epréyer To mapdév eviro 0dNYLAOV:

T eivon to Xarelto kou mowa givo p yprion tov

Ti npénet vo yvopilete mpwv ndpete 1 dooete to Xarelto
IMog vo mapete N ddoete to Xarelto

[MBavég avemBounteg evépyeteg

IMog vo purdcoete o Xarelto

[epreydpeva g cLOKELAGING Kol AOUTES TANPOPOPIES

ok wnE

1. T eivan To Xarelto kau wowa givar n xpron Tov
To Xarelto nepiéyel  dpaoctikn ovoia piapoapmdavn.

To Xarelto avrkel o€ pia. opado eapuakmy wov ovoudloviol avtifpoupwTikol mapdyovies.
Agrtovpyel amokAgiovtog évav Topdyovta mEews (mapdyoviag Xa) petdvovtog 161 TV Taon
TOV aipoTog va, dnuovpyet Opdupoug.

To Xarelto ypnoomoteital oe TEAEOUNVO VEOYEVVITO, BPEQT Kot VTILO, TodLd Kol eprfoug nikiog
KéTo TV 18 gt0v Yo:
- 1 Ogpaneia OpOUPOV aiaTOg Kot TNV TPOANYN TNG EXOVEUPAVIOTS OpOUPoV aipaTog oTIg
QAEPEC 1 0T CLLOPOPA OIYYEID TOV TVELLOVOV, LETA OO Lol apyikn Oepaneio TovAGyIoTOV
5 NuePOV pe EVEGILO GAPLLOKO TTOV YPTCILOTOI00VTOL Yo TN Bepaneio Opopupov aipatog.

AwPacte Kot akorlovOnote Tic Odnyieg ¥pNomg mToL TOPEXOVTAL LE AVTO TO PApUaKo 0101t O cag
Oel&ouV TG VoL TPOETOUACETE KOl VoL TAPETE 1 VoL SDCETE TO TOGIUO evaumpnpo Xarelto.

2. T npémer va yvopilete npwy wapete | ddoete To Xarelto

Mnyv wapete 1| ddocete To Xarelto edv g6sig 1] 10 TONSL

- glote alhepywoi ot ppapolaumdvn 1 o€ 0TO100MTOTE AAAO OTTO TO, GVLOTOUTIKG
aVToD TOL PapudKkoL (avaeépovtal 6TV Topdypapo 6)

- €yete vepPolkn apoppayio

- £€xete vOGO 1 KATAGTAOT GE KATO0 OPYOvVO TOL GMLATOS GG TOV OVEAVEL TOV
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Kivouvo cofapng aipoppayiog (.. EAK0g GTOUAYOV, TPOVUATIGUO 1 Ooppoyic,
OTOV EYKEPAAO, TPOGOUTY ETEUPOACT) GTOV EYKEPUAO 1 GTOVG 0POAAODS)
- AapPavete eapuoka yo v TpoAnymn BpouPav (m.y. Papeapivn, dafryatpdvn, améapmdvn
N Nrapivn), £KTog amd
o Otav aAAGLETE PapuaKa Yo TV TPOANYT Opoupwong
e Otav AapPdavete nrapivn pécm erefucov 1 aptnplokod Kabetpa dote va kpotnOel
avoyToc.
- €xete NIOTIKN VOoO 1) onoio odnyel og avénpévo kivouvo aipoppayiog,
- glote éykvog M Onralete
Mnyv wapete 1] ddoeTe To Xarelto kot eviiuep®eTE TO Y10TPO 60.C 0€ TEPIMTTM®GT TOV OTOOGNTOTE
a6 TO, TOPUTAVE® 1GYVEL Y10 €GOS 1) TO TToud.

IIpogidomou)oels KoL TPOPVAGEELS
AmevBuvbeite 6Tov yloTpo 1 TOV QUPUAKOTOL0 GOG TPV ypnoiponomoste to Xarelto qv:
- €ogig N 10 Toudi €xete avEnuévo kivouvo arpoppayias. Avtd Ba pmopovoe va etvar
Lo TEPINTOOT GE KOTAGTAGELS OTMG:
| pétpua ) coPapr| veppikn vocos, kabdg 1 Aeltovpyia T®V VEQPOV UTOPEL VO EMNPEAGEL
TNV TOGOTNTA TOL POPLAKOV OV dPQ LEGH GTO GMLLA
[l eav eogic N 10 modi Aapfavete GALA QOPUOKEVTIKG GKEVAGLOTO Y10 TV
npodAnyn OpopuPwong (m.y. Bapeapivn, dofryatpdvn, amEapmdvn | nrapivn),
€dv autd eivan anolvtmg amapaitta (PA. Tapdypoeo «Mnv mhpete 1 dboete
Xarelto»)
\ OLLOPPAYIKES OLOTAPOLYES
O TOAD VYMAN OPTNPLOKT TTEST, 1) OTTOl0L OV EAEYYETOL UE POPUAKEVTIKT CLY®YN
0 VOGOL TOL GTOLAYOV 1 TV EVIEPOV TOL OOl LITOPOVGAV VO 00T YICOVV GE QUUOPPOYid,
.Y PAEYLOVI] TOV EVIEPMV 1] TOV GTOUAYOL, 1| PAEYLLOVI] TOL O1GOPEYOL AOY® Hiog VOGOU OTTov
Ta. 0EE0 TOV GTOUAYOVL KaTELHHVOVTAL TPOG TOV O1GOPAYO 1) OYKOLE TOV PPicKOVTAL GTO GTOUAYL
1 670 €VIEPO 1 OTN YEVVNTIKN 000 1] GTO OVPOTOTIKO GVGTN L
) TPOPANLO LE T ALLOPOPQ ayYEiD 6TO THIO® UEPOG TMV 0POAAUDY
(auepAnotpocidonddera)
| TVELLOVIKT VOGO OTT0V 01 Bpdyyot dievpuvovtar kot yepuilovv pe moov (Bpoyyektacia), i
TPONYOVUEVT arpLoppayic oo TOV TVELLOVOL
- €ogig M 10 moudi £xete o mpocbetiky PoABida oty Kapdid
- gogig M 1o modi yvopilete 0T1 ExeTe pio VOGO TOL OVOUALETOL AVTIPOGPOMTIOIKO GHVOPOLLO
(o drotapayn TOL AVOGOTOINTIKOD GLGTHLOTOC TOV TPOKAAEL avENUEVO Kivduvo Opoufov
aipatog)
- N OPTNPLOKT GOG TEGN ) M APTNPLOKY TECT] TOL OO0V Eival aGTaONG
- oyeotdleran kamola GAAN Bepaneia 1 yelpovpyikn enépPaon dote va apaipedel Opoupog
o TOVG TVEVLOVEG,.

Yg TEPINTMOOT) OV OTOLOONTOTE UM TO TAPATAV® 1GYVEL Y10, EGAS 1| TO TALO1, EVI|LEPDGTE TO
YwTpo Gag mpv Tapete N dwoete to Xarelto. O yratpdg cag Bo anopoocicet eGv eogic 1 1o mondi
0o pémel va mapete Oepameia pe avtd TO EAPUOKO Kot £Gv Oa Tpémel va. fpickecte VIO oTEVOTEPT
mapokorlovOnom.

Mn ddcete To Xarelto o mandid nAkiag KOT® TV 6 UNvov To, omoio

- yevvnOnkov mtpwv tig 37 gfdopnddec komong, N

- Cuyilovv Mydtepo omd 2,6 kg, 1

- elyav AMyotepeg amo 10 nuépeg Onraocuov 1 oitiong pe Ppeeikd ydia

Y& 0TEG TIG TEPUTTMGELS, 1| 0060AOYN o™ Tov Xarelto dgv umopel va Tpocdloplotel a&OTIoTO Kol OV
éxel pehetn el o€ o TE TO, TALOLA.

Eav gogig 1] 10 mondi yperdletor va vropindeite o enépfaon:

- Eivow toAd onpovtikd va tapete 1 ddoete to Xarelto mpv kot petd v exépfoon
aKpIP®OG oTIC DPES TTOL KAOOPLGE 0 Y10TPOC GOC.
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Edv n enéuPoaon meprappdvel kabetipa 1 £veorn oty 6movOLAIKn oTNAN (T.y. o€ paylaia 1

emokANpidlo avoreOnoio N Tapéupacn yio peiwon Tov TOVoL):

*  Eivat moAd onuovtikd va Adpete 1 ddoete to Xarelto mpiv kol HETA TV éveon N TNV
agaipeomn tov kabeTnpa aKpPdS oTIG DPES TOV GOG EINE O YATPOS GOG

*  Evnuepmote 1oV Yotpd G0¢ opécmg v eogig M o modi arcbavbeite povdacua M
advvapio ota wOda 1) TpofANLaTe 6TV KO 1) TNV KOGTN HeTd To TéA0G g avartsnacioc.
g 0T TNV TEPINTOOT anatteiton Engiyovca Gpovtioa.

Moword ko Eenpor

To mooo evardpnpo Xarelto tpoopiletar yio yprion o€ acbeveic katm Tav 18 etdv Yo
Oepaneio OpopPov aipatog Kot TV TPOANYN NG enavep@dvions 0poupwv aipatog otig eAEPeg M
OTO QLLOPOPO. AYYEID TV TVELHOVAOV. AEV VITAPYOLVV ETOUPKELG TANPOPOPIES GYETIKG. LLE TN XPNOT
TOV o€ TodLd Ko €PNPoug Yo GAkes evOeiEels.

Alro gappoxa kon Xarelto
Evnuepdote Tov y10tpd 1 TOV QOPUOKOTOL0 60G GV £0€ig 1 TO TToudi maipveTe, EYETE TAPEL
TPOCPUTO, | UTOPEL VO TAPETE AALO QAPLOK, CKOLO KOL AVTA TOV OEV oag EXouV yopnynbei pe
ouvTayn.
- Eav gogic 1] To mondi maipvere:
= OPIOUEVH PAPUOKO Y10 LUKNTIOGIKEG AOUDEELS (1) pAovkovaloin,
rtpoakovaloin, Bopikovaloin, tolakovaloAn), eKTOC GV oTa
gpuppolovial uovo Gto dEpL
= Jiokio KeTokovaloAng (ypnoiporotovviol yio T Bepaneior Tov cLVIPOHLOL
Cushing - 6tav o opyaviopog tapdyst vieepfoAikn koptiloAn)
= opilopéva eappaxa yio Baktmplokég Aouméels (t.y. kKhapidpopvkivn,
gpvbpopvkivn)
= opouéva eapuaka yio HIV/AIDS (r.y. prrovafipn)
= Ao eapuaka yio T peimon e méemg tov aiporog (w.y. evo&omapivn,
KhomdoypéAn N avtaymviotég g Prrapivng K ontmg Bapeapivn kot
00EVOKOVLOPOAT)
= edppoKe Yo TV ovakoOEor amd T EAEYHOVN Kot Tov TOvo (T.). varpo&évn 1
AKETVAOGAAKVAIKO 0ED)
= Jpovedapovn, Eva eapuoko yia ) Oepaneio Tov Tadoloyikol KapdiakoD pvhuon
= opilopéva eappoka yio tn Oepaneio g katdBinyng (exiektikol avaoToAeig
gnovompocAnync oepotovivng (SSRI) 1 avactoAeic eravomposAnyng
vopemveppivns-cepotovivig (SNRI))

Y& TepInTOOT OV 0TOLOONTOTE O TO TAPATAV®D 1GYVEL Y10 EGAC T} TO L0, EVI|UEPDGTE TO
YwTpo Gag mTpv TapeTe N dwoete to Xarelto, didt n dpdon tov Xarelto umopei va awvéndei. O
Ywtpog cag Oa amopacicet edv eogic 1 To modi Oa mpémetl va ndpete Oepameia pe avTd TO
@appako kot Bo Tpémel va Ppickeote VIO GTEVOTEPT TOPAKOAOVONGT.

Edv o yiatpog kpivel 011 eogic 1§ 10 Toudi dratpéyete ovénpuévo kivouvo va ovorti&ete Ak
GTO OTOUAYL | OTO £VIEPO, EVOEXETAL VO EIVOL amapaitn Ty TpoAnTTikn Bepomeio KOTA TOL
€\kovg.

- Edv eoeig 1 10 moudi maipvete
= oplopéva eappoka yio T Oepomeio g emAnyiog (eovotoivn, kapPapolenivy,
eowvoPapPrrdin)
= Boloapdyopto (Hypericum perforatum), éva @utikd Tpoidv Tov ¥pNGLLOTOLEITOL Y10
™ Oepameio g kaTdOAymc
" pleoumikivy, £vo avtiPlotikd

Yg TEPIMTMOT] TOL OTOLOONTOTE AT TO, TAPOUTAVE® LGYVEL Y10 EGAS 1] TO TS, EVI|LEPAGTE TOV
TwTpo Gag mpv Tapete 1 dwvoete To Xarelto, d16t n anotelecpotikdtnTo tov Xarelto prnopsei
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va gtvor petopévn. O yuotpog o aropacioel, edv Tpénel ecgig 1 To Tandl va vwoPfinbeite og
Bepameio pe Xarelto kot edv mpénet va Ppiokeote Vo6 6TEVH TAPAKOLOHONON.

Kdnon kor Onraocpog

e Edv eoeign n éonPn elote éyxvog 1 OnAdlete pnv ndpete 1 ddoete Xarelto.

o Edv vndpyel mepintoon eoeic 1 £pnPn va peivete £ykvog, Tpénet vo, yxpnoipomoindet
a&LOmoTN avTIGOAANYN Y10 660 Ypovikd drdotnuo maipvete to Xarelto.

o Edv eoeic N 1 €pnPn peivete £ykvog eva Taipvete ovTd TO PAPHOKO, EVIIUEPDGTE TOV YIOTPO
o0G apécms, o onoiog Ba anopacicsl Tmg Ba Tpénet va cuveyioel 1 Bepaneia.

Odonynon ko yEPLoROg PNYAVRLATOV

To Xarelto pmopei va tpokaréoet {adn | Mmobopia (BA. mapdypago 4, «[Tibavig avemBounteg
evépyeleoy). Eoeig 1 10 moudi dev mpémet vo 0dnyeite anTokivto 1 TOSHANTO 1 VO ¥P1|CILOTTOIE TE
OO0 TOTE EPYOAELR 1) UNYOVI|LATO EAV TOPOVCIALETE TETOLO GUUTTMLOTOL.

To Xarelto wepiéyer pevioiko vaTpro kon varpio

To eappako avtd mepiéyet 1,8 mg Pevioikov vatpiov (E 211) og kabe ml mdc100 EVOIDPTLOTOC.
To Bevloixd vartpro (E 211) pumopei va avénoet tov iktepo (Kitpivn xpdomn Tov dEPUATOC KOl TV
HaTidVv) o€ veoyévvnta Bpéen (Léxpt 4 efdouddowy).

AvT6 T0 PappaKo TEPLEYEL AlydTtepo amod 1 mmol vatpiov (23 mg) ava yitootdTpo, gival avtd
mov ovopalovpe «edevBepo vaTpiovy.

3. o vo mapete | ddoete To Xarelto

[Tédvtote va maipvete 1 va divete 6To madl aVTO TO PAPLOKO CVGTNPA COLPMVO LE TIG
odnyiec Tov yroTpov cag. Edv éxete aueiporieg, poTOTE TOV YIUTPO 1| TOV QUPLOKOTOLO GOC.

Befaimbeite 0t1 avaypdpovtal ol GmeTEG TANPOPOPIES GYETIKA e TO TOGO Kal TOGO GLYVE Vo,
naipvete N va divete Xarelto otnv kaBopiopévn meployn tov kovtod. Edv oyt (ntote and tov
(OPLLOKOTOLO 1] TOV YIOTPO GOG VO TAPEYEL TIG CYETIKEG TANPOPOPIES.

Oodnyiec ypriong

[N tov Tpdmo TpoeTOAGiag Kot AYNG 1} XOP1YNONG TOL TOGLUOV evalmpnpatog Xarelto:

- Agite 10 pUAAGSI0 Odnyleg Xpnong mov mepthapfdvetar 6To kouTi kot

- [TopaxoAiovOnote To ekTadevTIKO Pivteo 6TO 0TOI0 UTOPEITE VO AMOKTNGETE TPOGPOOT) LECH TOV
kwdkov QR mov gppaviletar oty KapTo EVNUEP®ONG 0l60EVOVE TOL TAPEXETOL UE OVTO TO PAPLLOKO.

Io¢ vo mapeTe 1) VO ODGETE

[Tapte N} ddoTe TO TOGIUO evoudpn o Xarelto pe tpoer (unTpikd yaro 1 Ppeeikd yoda) 1 ue va
yveouo. Kabe doon Xarelto mpémet va katamoOel pali pe pio tomikn pepida vypod (Yo mapddstypo
20 ml o€ mondid nhkiog 6 unvav émg 240 ml oe eprifovg). Avti 1 TVTKY pepida pmopet va
TEPILOUPAVEL TTOTO TOV ¥PNGLUOTTOLEITAL Yio oiTIoN (.Y, UNTPIKO YOI, PPe@Lkd YOLO, SOTPOPIKO
T0TO).

O ywTpog 00aG UTOPEL VO YOPNYNOEL TO TOCLUO EVOIDPNLA ETIONC HEC® YOOTPIKOD COAVAL.

I1éc0 vo mépete 1] vo dDoeTE

H d60n tov Xarelto e£aptaror amd to copotikd Bapog tov acbevoidc. Oa vTodoyioTel and Tov YoTpo
¢ pa roocodTo (6yK0G) 6g yIMootdATpa (ml) Tov TGOV evalwpipatoc. Avth Ba Tpénet vo
petpn el xpPNOHOTOIOVTC TNV HUaAe cVptyyo (cVptyyo tov 1 ml 1 tov 5 ml A tov 10 ml, BA. wivako 1)
OV TOPEYETAL LUE AVTO TO PApLako. O Yiatpdg oag 8o GUVTOYOYPAPNGEL TOV OYKO TOV ATOLTEITOL
CUUTEPTAOUPAVOUEVIC TNG GVYKEKPLUEVIC GVPLYYOS IOV B0, TPETEL VO, YPT|CLULOTOUGETE.

O ywatpog oag Oa cog mel OG0 omd TO TOGIUO EVOIDPTLLO TPETEL VO, TAPETE EGEIC | TO TALOL.
Hopakdte divetor o Tivakag wov Ba ypnoiponomcet o yrotpds coc. Mnv mpocappélete T d6on
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pévor cag.

Olo. to, VAKE Y10, TNV TPOETOLOGTN KO T YOPNYNOT] TOV TOGILOL EVOL®PAIATOS TapéyovTot pali pe
TO PAPLOKO (EKTOG GO [N ALEPLOVYO TOGIUO VEPO). XPNCIUOTOLEITE LOVO [T BLEPLOVYO TOGILO VEPD
MOTE VO, amOPVYETE TIG PUGOAIDES. XPNOGLHOTOLELTE POVO TNV TOPEYOIEVY GVPLYYA YO TN YOPT|YNON
tov Xarelto £161 doTE va SlocpariceTte TV akpiPn 6060AOYNOT. M1 ¥P1GILOTOLEITE OTTONONTOTE
AN pEB0SO Yo TN YoPNYNOT TOL SWWAVLOTOC, .Y, EVOAAUKTIKY GUPLYYO, KOUTUAL K.AT.

KoBbdg 1 d6om tov Xarelto Baciletal 6to copatikd Bapoc, elvar onuavtiko va tnpeite Tig
TPOYPUUUATICUEVES ETIOKEYELC GTOV YIUTPO GOGC, S1OTL 1 dOCT| EVOEXETOL VO, XpELAleETaL Vol
TPOcapUOcTEL avdAoya L Tig LeTAPOAES TOV Papovg, wWiaitepa yia mardid Kdtw tov 12 kg. Avtd
Stao@oAilel 0Tt To modi AapPavetl T cwotr| d6or tov Xarelto.

Hivakog 1: Xvvietdpevn 60on ywo to Xarelto oto wowdud

Xopatiké Eganag Hpepriowa UVOMKN Koatdrinin prie oOpryyo
Bépoc acBevoig o6on* ouyvoTNTA nuepiowa 66on*
[ka] TpoéoINYNG
2,6 £m¢ KOT® TOV 0,8 ml 2,4 ml
3 1ml
3 éo¢ KGTo TOV 4 0,9 ml 2,7ml
4 ¢w¢ KbTo TOV 5 1,4 ml 42 ml
5 éw¢ KGT® TOV 7 1,6 ml ) 4.8 ml
7 é0c K4To TOV 8 1,8 ml 3 gopég 5.4 ml
8 ém¢ kdtw TV 9 2,4 ml 7,2ml 5mi
9 ém¢ KGTO TOV 2,8 ml 8,4 ml
10
10 éwg KbTo TV 3,0ml 9,0 ml
12
12 émg ggrm TV 50ml 2 popéc 10,0 ml 5 ml+ 10 ml
30 émg ggrm TV 15,0 ml wic gopé: 15.0 ml ol
50 ) meprocdTEPO 20,0 mi 20,0 ml
* 1 ml mocuov avouwpruatog avtiotoryei og 1 mg pipapoéaumdvng

O y1atpog 60 UIopel emiong vo cuvtayoypapnost diokia e4v €ogig 1 10 Todi oo pwopeite va
Katamnieite To drokio kot {uyilete Tovddyiotov 30 Kg.

Iléte vo ThpeTe 1) vo 0 ceTe TO Xarelto

[Tapte N SDGTE TO TOGIUO EVOIDPTLLO COLPMVA LE TIC 00NYieg KAOE uépa, LEXPL O YIUTPAC VO, GOG TTEL

V0. GTOLLOTIGETE.
[Tépte N ddoTE TO TOGIUO EVOLDPTLL TNV 1d10 dpa KAOE pépa Yo va To BupdoTe EVKOAOTEPO.
E&etdote o evdeyouevo va pubuicete £vo Eumvntipt yio va cog o vreviupilet.
opakarovue vo topatnpeite to Toudi Yo vo Pefarmbeite 0Tt Exel AneOei 1 TANpNC dooM).

Edv o yiatpog odg éxel mel vo Taipvete i) va divete to Xarelto:

- pio eopd TV NUEPQ, VO, TO KAVETE ALTO e LEGOIICTN A TEPITOL 24 MPOV
- dV0 QOPEG TNV MUEPQ, VO TO KAVETE AVTO LE LEGOJAGTNIO TTEPITOL 12 wphdv
- TPELG POPEC TNV NUEPQ, VO, TO KAVETE GVTO LE LEGOJIAGTNIO TEPITOL 8 WPDV

O ywatpog oag Ba amopacicel yio TOc0 ¥poviko didotnpa Bo Tpénel eoeig 1 To Todi cog va
ovveyioete ) Oepameio.
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Edv gogic 1] 10 TO101 60 QTVGETE TN 6001 1] KAVETE EUETO

- Myotepo amd 30 Aemtd petd v Tpdsinyn tov Xarelto, ndpte 1 ddote o véa dOOM.

- TEPLeo0TEPO 0d 30 Aemtd petd TV TpocoAnyn tov Xarelto, pny napete 1| OOCETE [io VEX dOO.
Yvveylote va maipvete 1 va divete v endpevn doon Xarelto v endpevn mpoypoppoticpévn
opa.

Enwowmvnote e tov yatpd edv eogic 1) T0 madl Gog GTUVETE TN 000N 1 KAVETE EUETO EMOVEIATLULUEVOL
apov mapete To Xarelto.

Edv Eeydoete mdpete 1) va ddoete 10 Xarelto

- Eév naipvere 1 divete To Xarelto pia @opd v nuépa, ndpte v ddote T 660 Xarelto mov
Eexaoate apéowmc HOAG To BupunBeite v 0o nuépa. Edv avtd dev ivar duvatodv, maporeiyte
T1 GUYKEKPIUEVT] OOGT. TN GUVEYELD TAPTE 1 ODOTE TNV EMOUEVT dOom Xarelto tnv endpevn
nuépa. Mnv ndpete 1| 0OGETE TAVD amd pio 066N ava NUEPA.

- Eév naipvere 1] divete To Xarelto Vo @opég tnv nuépa:

. Edv Eeydoete v Tpwwvn 06on: Tdpte 1 dmdote T 6001 ov Eeydoate auésmg LOAG TO
BounBeite. Mmopeite va v mdpete 1} va 1 dwoete pali pe  Ppadv doom.
. Edv Eeydoete T Ppadiv) 86om: Mmopeite va Tapete 1 va dOGETE T 00GT TOL EEXAGATE

uévo to ido Bpadv. Mnv mipete 1 6OcETE dVO dOGEIS TO EMOLUEVO TPM®L.
- Edv maipvetre 1 divetre to Xarelto tpeig gopéc v nuépa, unv avaminpaoete tn 0661 Tov
Eexaoate. uveylote Le TNV ETOUEVT TPOYPOUUATIOUEVT dOGN (Yopnyolduevn kdBe 8 dPEG).

Tnv nuépa petd and o 66om mov Eeydoate, GUVEXIGTE OTMG GUVTAYOYPAPNHONKE ATO TOV YIATPO GOGC
pio eopd, dVO POPES 1| TPELG POPEG TNV NUEPQL.

Edv napete 1) ddoete peyoritepn 66cn Xarelto amd Tnv Kavoviki

Emwowvoviote auécmg Le ToV YIoTpo 6og 0V £xeTe mApPEL N £XETE ODGEL TAPO TOAD TOGILO
evaumpnpa Xarelto. H Afym 1 n xopnynon vepfoiiknig mosodtntag Xarelto av&avel tov kivovvo
opopparyio.

Edv octopotioete va maipvete 1 vo divere to Xarelto
Mnv otapatoete to Xarelto ywpic va evnuepmoete Tpdta tov yatpd cag, 10Tt to Xarelto
avTipeTonilel Ko TpoAapPdvel GoPapég KATAGTACELS.

Edv éxete mepiocdTEPES EPOTNOGELS GYETIKA LLE TN YPNOT] AVTOV TOL PAPUAKOV, POTICTE TOV
Y10Tpd 1| TOV QOPLAKOTOLO GOG.

4, IIBavég avemBOUNTES EVEPYELES

Onwe 6Aa o Phppoka, avTd TO PAPLLOKO UTOPEL VO TPOKAAEGEL OVETOVINTEG EVEPYELES, OV KOl OEV
TapoLcalovIal o€ OAOVG TOVG AVOPMTOLC.

Onwg GAXo TapOUOL0 GAPUOKO Y10 TN UEIMOT TOL oyNuatiopod Bpoufov aipotog, to Xarelto
umopel va TpokoaAEécel apoppayio, 1 omoia propei evdeyopévmg va givar ametAntikn yio ) (on. H
vrepPolKkn| alpoppayio umopel vo 0dNYNoEL 68 aEVidio TTOGN TG apTnpLakng micong (cok). Xe
OPIOUEVEG TEPUTTAGELS, 1) dpoppayio prmopel vo pnv elval eovepn.

Evnuepoote apécg To Y10Tpoé 60g £V £6€iG 1] TO TOOL TOPOVOLAGETE OTOLUONTOTE OTTO
TS aK6AOVOEg avemOounTES EVEPYELEG:
. onuaoLa arpoppayiog
- owopparyios 6Tov YKEPOAO 1 LEGE GTO KPOVIO (TOL GUUTTOUATO LTTOPEL VO TEPIAAUBAVOVY
TIOVOKEPUAD, LOVOTIAELPT] OOLVOLD, EUETO, EMANTTIKEG KPIOELS, LEIWUEVO EMITENO GUVEIOONG
Ko duokapyio oTov ovyEve. Mo cofapn 1TpikY| KATAoTOoT| EKTOKTNG OVOYKNG. Z1THOTE
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opéoms tpikn Pondeial) - mopatetapévn N vtePPOAKN arpoppayio
- évtovn advvapia, KOT®oT), wypotta, LAAN, movoképaro, avesynto Tpriéyto,
dvonvola, Bmpakikd Tovo 1 otnOdyyn
O ywatpdg oag pmopel va amopocicel va mapakoiovbel e60¢ 1 To modi otevOTEPA 1 VO AAGEEL T
OepamevTikn aywyn.

. oNnaoe cofup@v avTIOPACE®Y TOV OEPRATOC:
- EMEKTEWVOUEVO EVTOVO depUATIKO eEAvONUa, PUoAAIdEG 1 PAAPeS oTOVG fAevvoydvoug, TT.y.
070 GTOUO 1 oTa PaTo (ovvdpopo Stevens-Johnson / To&ikn emideputkn vekporvon).
- L0 ovTIOPOIoT] GTO PAPLOKO TTOL TPOKOAEL EEAVON AL, TUPETH, PAEYLOVY] TV ECOTEPIKADY
opybvav, dtatapayEg Tov ailaTog Kot cuotnuatikn achévela (chvopopo DRESS).

H ocvyvomta avtdv tov avemBountov evepyeldv ivor mold ondvia (uéypt 1 otovg
10.000 avBpmmovg)

oNnaoLe cofap@v GALEPYIKAV AVTIOPACEDV:

- oldnua oto TPdowTOo, To XEIAN, TO GTOUO, TN YADGCGA 1| TO AQLLd, SVoKOAID GTNYV
Katdmoon), eEavOfpoTa Kot SUGKOAIEG GTNV AVATVOT|, EAPVIKY TTMOGT GTNV TIECT] TOV
aipatoc.

O1 cuyvOTNTEG TOV GOPRUPDY OAAEPYIKDV OVTIOPACE®V EIval TOAD OTAVIEG (OVUPUANKTIKEG

avTOPACELS, CUUTEPIAOUPAVOLEVOL OVOPLANKTIKOD GOK' UTTOPEL va, ennpedsovv péypt 1

otovg 10.000 avBpdmovg) kot 6yl cuyveS (aryyelooidnpa Kot OAAEPYIKO oidN e UTopel va

emnpedoovy péypt 1 atovg 100 avBpamoug).

YuvontTIKN AMioTa pe mOavES avemOUUNTES EVEPYELEG TOV TAPOVGLALOVTOL GE EVIIAIKES KOL TALOLE,
Ko gpnjpovg:

Yoyvég (umopet va enmpedoovy émg 1 ota 10 dropa)

- ueimon tov apBpol TV epUOPMOY aUOcPALPi®V 1) 0TTola. LITOPEL VO KAVEL TO dEPLN YAMUO Kol VoL
TPOKOAEGEL advuvapia 1 SVoTVOLN

- opoppayicr 6To CTOUAYL 1) TO £VTEPO, LOPPOYIO OTTO TO OVPOYEVVITIKO GUGTILN
(ovumepropfovouévou aipatog oto 00po, Kot Bapldc Epunvov pvong), aipoppayio amd ™ uotn,
aloppayic amd To ovAa

- apoppayic 6To PATL (CUUTEPIAOUPAVOIEVIC CLLOPPOYING OO TOVG OKANPOVGS YITMOVES
(“aompadt”) TV paTidV)

- alpoppayia 6€ 16T 1 KOOTNTA TOL 6OUATOC (AUUATOUO, LOADTEC)

- amofoAn aiportog pe To Pyo

-opoppayio amd to dEPHO 1 KATW® amd To dEPLL

- aloppayio LETA o XEPOLPYIKN emépPoon

- OTOYOVOELONG £KKPLON GILOTOC T} LYPOV OO TO XEPOVPYIKO TPADLUA

- TPNEO GTO AKPOL

- TOVOG oTol GKpaL

-6voAettovpyia Tov veppov (umopei va pavel otig e&etdleig mov Ba yivouv amd 1o yloTpd cog)
- TupeTHG

- TOVOG GTO GTOUAYL, SlaTAPAyES TNG TTEYTS, TAOM V1o EUETO 1} VAL TiO, SLOKOIALOTNTA, dlappoLa
- yaunAn aptnplakn wieon (to cvumtdpoto propei va eivar aicOnua {dAng 1 Amobupia kKotd
v opbia 6Tdon)

- uetmpévn yevikn dvvaun ko evépyeta (advvapia, KOT®o), TovokEeaiog, {ain

- eEavOnpua, kvnopodg

- 01 g€etdoelg aiportog umopei va dgi&ovv pia avénon oe optouéva nratikd Evivpa

Oy svyvég (umopel va ennpedoovy émg 1 ota 100 dropa)

- aLpoppayic. 6TOV EYKEQOLO 1) 6TO E6MTEPLKO TOL Kpaviov (BAEne mapambvm, onuddia opoppayiag)
- apoppayio o€ Gpbpwon mov Tpokarel mOvVo Kot TPHELLO

- OpopPomevia (yopumAoc apBpdc aponetaiinv, To KuTTapa Tov fonbovv oty TN Tov aipaTog)
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- OAAEPYIKEC OVTIOPACELS, CUUTEPIAAUPBOVOUEVOV OALEPYIKAOV SEPUATIKAOV OVTIOPAGEWDY

- dlatopaypévn nratikn Aettovpyia (pmopei va dromiotwbel otig &gtdoeig mov Ha
TPOYUOTOTOGEL O YLOTPOG GOC)

- 01 g€etdioelg aipotog umopel va dgi&ovv o avénomn otn yolepvbpivn, o opIGUEVE TAYKPENTIKG 1
nratikd éviopa 1 otov apfpd Tov aponetoriov

- MmoBupia

- aioBnpua adrobeciog

- TauKopdia

- Enpootopia

- kvidwon

Yravieg (umopei va emnpedcovy £og 1 ota 1.000 dropa)

- poppayio péca oe P

- yolootoon (Hetdpévn por| TG YOANS), NratiTido GLUTEP. NTATOKLTTAPIKNG PAAPNS (PAeypovn oTo
nrop cvpmep. BAGBNG)

- KITPIVIGUO TOV BEPUOTOG KOL TOV HoTLdV (IkTEPOC)

-EVTOTIGEVO TPNELLO

- oLALoYN aipatog (apdtope) otn BovPOVIKN TEPLOYN, TOV OTOTEAEL EXUTAOKT KOPOLOKOD
KOOETNPLOCUOY GTO GNUELD EIGOY®YNG TOL KAOETHPO G Ui apTnpic TOV TOd0V GOg
(wevdoavevpuoua)

IMoAd oravies (unopei va ennpedoovy £og 1 ota 10.000 dropa)

GLGGMPEVCT NOGIVOPIAMVY, EVOC THTOV AEVKDV OUOGPAPIMY TOL TPOKUAODY QAEYUOVT OTOV
TVeEdUOVO (NOGIVOPIAIKT TVEVUOVIO)

Mn yvoetés (1 ovyvotnta dev pmopel va ektiunei pe Baon ta drabéoipo dedopéva)
- VEQPIKN avendpkelo Letd omd cofapn apoppayia
- oupoppayio oo VEQPa LEPIKEG POPES E TTAPOVGIN OiLOTOG GTA OVPA TOV 0dNYEL GE adLVAUIN TOV
VEQPPAOV VO, AELTOVPYNGOVY 6mGTd (VEPpomddeia mov oyeTileTal LE OVTUTIKTIKEL)
- avénpévn Tieon avapesa 6Tovug PLHES TOV TOSDV 1 TOV Ppayldvev LETE amd ooppoyic., o
KaTAoTOON 1 07Ol UTOPEL vaL 03Ny oL o€ TOVO, TPNEWO, aAlotwuévn aicOnomn, povdtaoua 1
napdivon (cOvopopo dapepicpoTog Hetd amnd aopparyio)

AvemO@ounrtec evépysieg o€ Tardrd ko g@nfovg

I'evikéd, o1 avemBounteg evépyeieg mov mopatnpndnikay og Toadd Kot pnPovg mov EAaPav Bepameia
ue 1o Xarelto tav TopOUOIOV TOTOV pE EKEIVES TOV TOPATNPHONKOV GE EVIHAIKEG KO )TV KVPIMG
Nmog £mg HETPLOG GoPapdTnTag.

AvemBOuNTEG EVEPYEIEG TTOVL TTOPATNPNONKAV TT10 GLYVE € TAdLA Ko EPTPOVGE:

IToAd evyvég (umopel vo ennpedoovy teplocdtepovs amd 1 atovg 10 avBpdmong)

- [Movoképaiog

- TLUPETOG

- pvoppayia

- €UETOG

Yuyvég (umopel va emmpedoovy émg 1 otovg 10 avOpdmoug)

- aLENUEVOC KapILaKOG TOALOG, Ol eEETAGELS aipatoc pmopet va, dgi&ovv avénomn g
XOAepLbpivng (xpwoTiKY TG XOANC)

- Opopporevia (Yoaunrog apBpog aponetarioy, ta oroia givor ta KOTTopa TOL BonBodv otV
&N Tov aipoToC)

- Bapia ppmvog poon

'Oy ovyvég (umopel va emmpedoovy émg 1 otovg 100 avBpmmovg)

- ot e€etdioelg aipatog pmopel va dei&ovv avénon wog vrokatnyopiog g yorepvdpivng (dpeom
YoAepLOPIVY, XPOOTIKN TNG YOAC)
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Ava@opd avemOOunTOV EvEPyELOV

Edv eoeig 1 1o moudi mapatnpriocete kdmola avemBountrn evEpyeLa, EVILEPDGTE TOV Y1ATPO 1| TOV
(OPLOKOTTOL0 GOG. AVTO 1GYVEL KOt Yio KAOe oy avemiBountr eVEPYELD TTOV OEV AVOPEPETOL GTO
Tapov OALO 0dM YLV ¥prione. Mmopeite emiong va avagépete avemBounteg evépyeteg amevbeiag,
LEC®

EArada

EBvikog Opyaviopog @apudrkmv
Meooyeimv 284

GR-15562 XoAapydg, AbMva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
Iotértomog: http://www.eof.gr

Kvnpog

DappoxevTikés Ynnpeoieg
Ynovpyeio Yyeiog

CY-1475 Asvkocia

TnA: +357 22608607

dag: + 357 22608669
Iotétonog: www.moh.gov.cy/phs

Mécm g avapopdg avemBOunT®mV evepyelmv puropeite vo fondnoete ot GLAAOYY TEPLGCOTEPDV
TANPOPOPLDY GYETIKA UE TNV OCPAUAELN TOV TOPOVTOG PUPLAKOV.

5. Iog va purhacoste To Xarelto

To @dppaxo avtd TPETEL Vo PLAACGETOL GE LEPT) TTOV OEV TO PAETOVV KoL OV TO POAVOLV TA TOdLA.
No pn p1oILonToleite ovTo TO PAPUOKO UETE TNV NUEPOUN VI ANENG TTOV AVAPEPETAL GTO KOVTI KO
otn QAN petd v évoeién AHEH/EXP. H nuepopnvio AMéng sivon n tedevtaio nuépa Tov uqva
OV AVOPEPETOL EKEL.

Metd v mpoetoipacio, 1 didpkela {mng Tov evaiwpnuotog eivan 14 nuépeg og Beppokpacia
dopartiov.

Mn gpuAdooete og Bgppokpacio peyoarvtepn tov 30°C.
Mnyv katoyoyete. Dvldooete og 0pbia Béon petd v avacveTooT.

Mnv metdite QAPLAKO GTO VEPS TNG AMOYETELONG N OTA OIKLAKA amoppippata. Potmote tov
(POPLOKOTTOLO GOG Y10, TO TAG VO, TETAEETE TO PAPLOKO, TTOV OEV YPT|CULOTOLEITE T AVTd Tl HETPOL
0o Bondncovv oty Tpoctacio Tov TEPPIALOVTOC.

6. Mepreybpeva TG GVOKEVAGIAG KO AOUTEG TANPOPOPIES

T negpréyer To Xarelto

- H dpaoctikn ovoia givarl n pipapolapmdyvn. Mia yodiivn euadn tepiéyel 51,7 mg (yio
o1aAn tov 100 ml) 1 103,4 mg (ywo t @1dAn tov 250 ml) pipapoaumdvng. Metd tnv
mpoetolpacio, ke ml evorwpnuatog mepiéyet 1 mg piapoSopmdvn.
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- Ta GALo cvoTaTIKG Elvat:
Kitpkod 0&0 (dvvdpo) (E 330), Yrpouelholn (2910), Mavviton (E 421),
Mikpoxpvotariikn kuttapivn, Bev{oikd vatpio (E 211) (BA. mapdypago 2 ‘To
Xarelto mepiéyet fevloikod vatplo kot vatpto’), Zovkpardln (E 955), Kopwu
EavBavng (E 415), I'edon yhvkid kot kpepnddng (amoteieitan ond ap@UOTIKES
ovoieg, paitode&tpivn (apapdottoc), mpomvievoyAvkoin (E 1520) kot apafikd
koppt (kopu Axoxiog, E 414)).

Epgavien tov Xarelto kot mepieyopevae g 6V6KELAGIOG
Ta xoxkia Yo moco evoudpnua Xarelto givor Aevkd Kokkio 6 yodivn eroAn pe PdwTo Thpo
0oQUAElNG YioL TOUSLA.

2VOKEVAGIES

- INo ond1é mov Luyilovv Aydtepo amd 4 Kg:
[Ttvocbduevo kovuti pe pia kagé yodivn eiain (100 ml) mov wepiéyet 2,625 g koxkia (Tov
avtietoryovv og 51,7 mg piapoaundvng), dbo pmie cOpryyeg Tov 1 ml, pia cvpryya vepol Tmv
50 ml ko évav Tpocappoyéa.

- Mo modd mov Quyilovv 4 kg M| TepiocoTEPO:
[Ttvocbduevo kovuti pe pio kagé yodAvn eiaan (250 ml) mov mepiéyet 5,25 g kokkio (wov
avtietoyovv og 103,4 mg pipapoéapmdavng), dvo pmhe cvptyyes tmv 5 ml kot dvo twv 10 ml,
pio cupryya vepod tov 100 ml kot Evay Tpocapuoyéa.

Mmropei va, v KoKAOQOpOUV OAEC 01 GVOKEVAGIEC.

O g&atopikeLEVOG, TPOGAPUOGUEVOS MG TTPOG TO PAPOG OYKOG dOGNG Kal 1] cuyvOTNTA Bl TpEmeL val
kaBopilovtal amd ToV cLVTAYOYPUQPO. B TPETEL VO VoY PAPOVTOL GTO EEMTEPIKO KOVTL OTAV
TOPEYETAL GTOVG YOVELG, GTOVG PPOVTIGTEG T} GTOVG aobeveic.

[Hopakarovpe akolovbnote Tpocektikd Tig Odnyieg ypriong oto PifAlapdkt mov mapéyetor o kbbe
GLGKELAGTLO.

MopakoiovOeiote 10 ekTadeLTIKO Pivieo 6To 0moio &xete mpdoPaon péom tov QR kwdikov Tov
OVOPEPETAL OTNV KAPTO EVNUEPMOTG 060gVODS Kot TapEXETaL LE OLTO TO PAPLOKO.

Karoyog Adcrag Kvkiogopiog ko Ilapackevaotiig

Bayer AG

51368 Leverkusen

Teppovia

IMo omoladnmote TANPOPOPia GYETIKA UE TO TUPOV PUPUUKEVTIKO TPOIOV, TAPAUKOAEITTE VO
amgvBuveite oTov Tomkd avtimpocwno Tov Katdyov g Adsiog Kukhopopiag.

EAlLada

Bayer EAAég ABEE

TnA:  +30-210-618 75 00
Kvnpog

NOVAGEM Limited

TnA: +357-22-48 38 58

To mapév pvAlo 0dNYLAOV xpriong avadewpOnke Yo TeEAsvTOia Popd oTig 07/2023.

Agmtouepeic TANpoPopieg yia T0 pAPHOKO avTo eival StabEotueg 6To SIKTLAKO TOTO TOV
Evponaikod Opyaviouod @apudkov: http://www.ema.europa.eu
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