®YrAo ooNYIOV yprong: [IAnpogopicg yia Tov ypriot

Rivaroxaban/Ariti 2,5 mg emukoloppéva pe Aemté vpévio diokia
papo&apmdvn

AwPaote TPOGEKTIKA OAOKANPO TO QUAAO 0ONYLAOV YPNGNS TPOTOV UPYIGETE VO TAIPVETE AVTO TO
QAaPROKO, OLOTL TEPLAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

. DvLaEte 00TO TO PVALO 0OMYLOVY Ypronc. Towg ypelaotel va to dafdcete Eavd.
. Edv éxete mepartépw omopieg, poTNOTE TOV YIOTPO 1 TOV POPUOKOTOLO GOC.
. H cvvtayn yio avtd 1o papuoko yopnynonke omokAEIGTIKA Y10 60.G. AEV TPETEL VO ODGETE TO QPOUPLLOKO

o€ AAAovG. Mropet va toug Tpokaréost PAAPN, akdpa kot 6Tav To onueia g achéveldg tovg eivar ida pe ta
d1Ka Gog.

. Edv mapatnpnoete Kamoo avemBountr evEPYELN EVILEPMGTE TOV YALTPO T} TOV PAPUAKOTOL0 Gag. AVTO
oYVEL Kot Yoo KaBe whovn avemBountn evEPYELD TOV JEV OVOUPEPETAL GTO TTAPOV POALO 0ONYLDV YPNOTG.
B\éne mapdypago 4.

Ti mepréyer 1o Tapov GUALO 00N YLOV

1. Tieivor to Rivaroxaban/Ariti kot oo givat n xprion Tov
T mpénet va yvopilete mptv mapete to Rivaroxaban/Ariti
[Twg va tapete To Rivaroxaban/Ariti

[MBavég avemBounTec evépyeteg

[og va puidooetar to Rivaroxaban/Ariti

[epreydpevo g cuokevOoiag Kol AOUTEG TANPOPOpPiES

SARNAI ol

1. Tv eivan 10 Rivaroxaban/Ariti ka1 wowa givar n yprjon Tov

Yag yopnynonke to Rivaroxaban/Ariti 51611
- éyete dwyvoobel pe 0&0 otepaviaio oOVEPoUo (Mo opdde amd KOTOGTAGEIS TOL TEPIAAUPAVOVY

Kapdlakn TpocsPoir] Kot actadr onddyym, éva cofapd Tomo Bopokucod TOVOL ) Kot EYEL Pavel OTL
éxete pia ovéNom o€ E101KEG KOPOIOAOYIKES ULUATOAOYIKEG EEETAGELG
To Rivaroxaban/Ariti peidvel 6ToVg eViAKeg ToV Kivouvo Hog GAANG Kopdlakng TposPoing 1 Tov
kivovvo Bavatov and pia wédnon mov oyetiletor pe TNV Kapdid Kot To dpopopa ayyeio Gog.
To Rivaroxaban/Ariti dgv 0a cag yopnyndei wovo tov. O yiotpog cog Ba cog (ntoet eniong va mapete
glte:

0  OKETLAOCAAKLAIKS 0&D glte

O  OKETVAOGAAMKVAIKO 0ED GLV KAOTIOOYPEAN 1 TIKAOTILOIV.

1

- éyete dwyvoobel pe vynAd kivouvo va gppavicete OpouPo aipatog A0y oteQoviaiog voGou M
TEPLPEPIKNG APTNPLOKNG VOGOL 1) OTTO{0 TPOKAAEL CUUTTMLOTA.
To Rivaroxaban/Ariti peidvelr tov kivduvo otovg eviMKeC vo gpgovicovv Opopfouvg aipatog

(aBnpobpopfotiKd enelcodn).

To Rivaroxaban/Ariti dev o cag yopnynOel amd poévo tov. O yutpds oag B cog (noel emiong vo

TOPETE AKETVAOGUAKVALKO 0&D.
To Rivaroxaban/Ariti mepiéyetl T dpactiki ovoia pPapoEapmavn Kot oviKeL G€ Lo Opdda QAPLLAK®Y TOV
ovoudlovral avtifpoufotikoi mapdyoviec. Aegttovpyel amoxieiovtog Evav mapdyovta TNEEmS (TapdyovTag
Xa) peudvovtog €161 TNV TdoT Tov aipatog va dnuovpyel Opoufouc.

2. Tvnpéner va yvopilete wpiy ndpete To Rivaroxaban/Ariti

Mnyv napete To Rivaroxaban/Ariti



gdv eiote alepywkol otn piapoaumdvn 1 o€ omolodmoTe GALO AO TO CLGTATIKA CVTOV TOV
QOPUAKOV (OVOQEPOVTAL GTNV TTAPAYPOPO 6)

eav €xete vmepPolikn apoppayio

gdv €yete vOGO 1 KOTAGTOON O KAMTOL0 OPYAVO TOV GOUATOC GOC TOV ALEAVEL TOV Kivouvo cofapng
apoppayiog (). EAKOC GTOUAYOV, TPOVUATICHO N CLLOPPOAYI0l GTOV EYKEPAAOD, TPOGPATN eTEUPOOT
GTOV EYKEPAAO 1| GTOVG 0PBUAOVC)

edv AauPdvete pdppaka yoo v Tpoinyn OpouPov (m.y. Papeapivn, daPryatpdvrn, amEapumdvn M
nrapivn), €KTOC Amd 10 SAGTNUA KOTA TNV GAAOY TNG OVTIINKTIKNG Oepameioc | dtav AapPdvete
nrapivn pécw eAePUcon 1 apTnNpLoKod KabeTpa doTe va KpatnOel avorytog.

eav €yete éva o0& otepaviaio GOVOPOUO Kol €X0TE TPOTYOLUEVOS TAPOVOIAGEL aupoppayia 1 Eva
Opoppo aipatog otov eyKEPAAO Gog (ayYELKO EYKEQOAKO ENEIGOO10)

€AV €YETE OTEQOVIAIO VOGO 1 TEPIPEPIKT OPTNPLOKT] VOGO KOl 6T0 TapeBOV giyate alpoppayio oTov
eYKEPAAO G0G (OUOPPOYIKO EYKEQPUAKO EMEIGOO10) N OV GTO TAPEABOV elyote amdPPOEN TOV WKPDV
apTNPIOV TOV TOPEXOLV Qi[O GTOVG €V TM PAbetl 16TOVG TOV EYKEPAAOV (KEVOYMPIMOES ayYELNKO
EYKEPAAIKO EMEIGO010) 1 €dv glyate OpOUPo aipotog oToV EYKEQPAAD GOG (IOYAUKO, LT KEVOXMPIDOES
OYYELOKO EYKEPOAKO €MEIGOO10) TOV TPOTYOVLEVO UV

€qv €xete NIOTIKY VOGO 1) omoio 0dnyel o€ avénpévo Kivouvo apoppayiog

eqv giote £ykvog N OnAalete

Mnyv mtapete 1o Rivaroxaban/Ariti kol evijuepdoTE TO YIOTPO GO GE TEPIMTOOT TOV OTOLOONTOTE OO TAL

TOPOTAVED 1GYVEL Y10 EGEG.

[pogdomomceirs ko TpoPvAaLeg

AmevBuvieite oTov Y1TpO 1] TOV POPLAKOTOLO GOG TPV TApetTe To Rivaroxaban/Ariti.

To Rivaroxaban/Ariti d&v TpEnel va ¥pNGILOTOLEITAL GE GVVIVACUO LE OPLGUEVH AALO PAPLLOKO TTOV LELDOVOLY
™V TEN TOL AULOTOG, OTTMWE N TPAGOVYPEAN 1 1 TIKAYKPEAOPN, EKTOC OO TO OKETVAOGOMKVAIKO 0EL KoL TNV
KAom1d0oyYpEAN / TIKAOTLOTIVT.

IpocéEre Waitepa pe To Rivaroxaban/Ariti

eav €yete avénuévo kivouvo apoppayiog Kabmng Bo propovce va gival pio TEPITTOOT G KATUOTUCEL
OmOG:

0 ocofapn vOGog TV vEPPOV, O10TL 1| AEITOLPYIN TOV VEQPPDV COG WITOPEL VO EMNPEACEL TNV
TOGOTNTA TOL PUPUAKOV TTOV dPa HEGH GTO GO GOG

0 ¢&bv AouPdvete GAAO QOPLOKELTIKA OKELACUATO Yo TNV APOANYN Opoufwong (m.y.
Bappapivn, dafryatpdvn, améoumdvn M nmopivi), KOTE TNV O0AAOY TNG OVTITNKTIKNAG
Oepaneiag 1 6tav AapPdvete nmopivn HESO EAEPUCOL 1 apTnplokod KOOETHPO MOTE Vo
kpotnOei avorytog (BA. Tapdypapo “Alia edpuaxe kot To Rivaroxaban/Ariti”)

O  OHOPPUYIKES OLTOPAYES

O  TOAD LYNAN OPTNPLOKN TTIEGT, 1] OTTOL0L DEV EAEYYETAL LE PAPUAKEVTIKT CLymYN

0 v0OG0Ll GTOUGYOL 1 EVTIEP®V OV o puwopovoay va 0dNyNooVY GE aoppayia, .. AEYUOVY
TOV EVIEPOV 1 TOL GTOUAYOV, 1 GAEYHOVI] TOL OlGO(QAYOV T.X. AOY® YOOTPOOICOPAYIKNG
TAAVOPOUIKNG VOGOL ( VOGOG OOV Ta 0&E0 TOL GTOUGYOV KOTELOVVOVTAL TPOG TOV OLGOPAYO)

O mpoPfAnuo  pe  Ta  opo@oOpo.  ayyei oto  miow pépog TV 0QBOAUDV  oag
(apeipAnotpocidonadeio)

O T{VELHOVIKT VOG0 Omov ot Bpdyyot devphvovion kat yepilovv pe moov (Ppoyyektacia), M
TPONYOVLEVT apLoppayic omd ToV TVED OV

0 &dv elote v TV 75 eTmV

0 ¢&dv Quyilete 60 kg 1 Mydtepo

0 &av éyete ote@oviaia VOGO e cofapn COUTTOUOTIKY KAPOLOKT| OVETAPKELN

- €av &yete mpocbetikn Kapdiaxn BarPida
- gGv yvopilete 0TL £xeTe Ui VOGO TOV OVOUALETOL OVTIPOCPOMTIONKO GOVOPOUO (Lo S1Tapoyn TOL

OVOGOTOMTIKOV GLGTHLOTOG TOV TPOKAAEL avénuévo kivouvo BpouPov aipatog), evnUeEPOOTE TO
YwTpd cog o onoiog Ha amopacicet edv 1 Bepaneio pmopel va ypelaotel vo aALAEEL



Eév kdmoro a6 To mapamdve a@opa 64 eVIHEPAGTE TO YIUTPO 60 TPOTOV TAPETE TO Rivaroxaban/Ariti,
0€ TEPITTMGN TTOL OTOLOONTOTE ATTO TA TUPOUTAV® 1o OEL Y10 €6AG. O Y1TpdC Gag Oa amopacicetl edv o wpémet
va mapete Bepaneia pe avtd TO EApROKO Kot €6V Oa Tpémel va Ppiokeote vTd 6TEVOTEPT TOpOKOAOLONON.

Eav yperaleton vo vropinOscite oc emépfaon:
- glvor moAd onuavtikd vo tapete o Rivaroxaban/Ariti Tptv Kot PHETA TNV enEPPaon akplBag 6Tig MPES
oV KaBOpLoE 0 YTPOS GO,
- Eav n emépPoon coc meprouPavel kabemnpa | éveon oty 6movoLAIK oTAn (.. o€ poylaio 7
emoKANpidto avorcOnoia N TapépPacn yio Heiwon TOV TOVOL):
e Eivar moAd onuavtikd va AdPete to Rivaroxaban/Ariti mpwv kot petd tmv éveon i v
agaipeon tov kabetnpo akpPOS OTIC DPEC TOV GOC £XEL VTOOEIEEL O YIUTPOC GOG
e Evnuepdote 10 y1aTpd G0G AUEo®S €dv atobavOeite povdtacua 1 advvapio oto Todo
o0c 1 TPOPARUATO GTNV KOIA 1 TNV KVOTN HeTd To TEAOG ¢ avaistnoiag, 610t givat
amopaitnTn N Enetyovca ePovTida.

owora kor £énpor
To Rivaroxaban/Ariti dgv cuvvietatol Yo dtopa MAkiog Kdtew Tov 18 £Td@v. Agv vrdpyovv enapkeig

TANPOPOPIEG GYETIKA LE T YPNON TOL GE TodLA Kot EPMPOVG.

Alro pappoxa kor Rivaroxaban/Ariti
Evnuepdote tov yotpod 1| Tov Qoppokomold cog eqv maipvete, £xete mapel mpdoPata, 1 pUropet vo ndpete
A0 PAPLOKOL, GO0 KO 0VTE TOV deV 6ag Exouv yopnynbei pe cuvtayn.
- Eqv naipvete
® OPICUEVO QPOPUIOKE Y10 LUKNTINGIKEG AOUDEELS (7). PAovkovaloAn, ttpakovaloin, foptkovaloin,
molakovaloAn), EKTOG €4V avTd eQapuolovTal LOVO GTO dEPLLA
o dtokio ketokovaloAng (ypnoipomotovvior yio ) Oepameic tov cvvopopov Cushing - 6tav o
0pYaVIGUOC TTapdyel vitepPoAkT KOpTILOAN)
® 0pIoUEVO QAPLOKE Y10 BaKTNPLOKES AOUDEELS (.. KAapOpopvkivn, epuOpopvkivn)
e opiopéva avtiikd eapuaka yioo HIV / AIDS (w.y. prtovafBipn)
o dAha eappaka yo T peimon g TEEMS Tov aipatog (m.y. evosamapivn, KAOTIO0YPEAT
o avToy@VIoTEC TG Prrapivng K 6mwe Bapeapivn Kot 06EVOKOVUAPOAN, TPUCOVYPEAT KoL TIKOYKPEAOPT
(BA. mapdypago «I1pogldomonoelg Kal TPOPUAAEELSY))
® QVTIPAEYLLOVDOT| KOl TOVGITOVO QAPUAK (T1.Y. VOTPOEEVT 1 OKETVAOGAALKLAMKO 0ED)
® dpovedapovr, Eva papuako yio tn Oepaneio Tov maboroykov kapdiakoy puOpow
e oplopéva @dpuaxo ywoo tn Oepomeion g KatdOAyng (EKAEKTIKOL OVOOTOAEIG ETAVOTPOSANYNG
oepotovivng (SSRI) 1 avactoreig emavarpocinyng vopeniveppivng-oepotoviving (SNRI))

Edv kémowo amd 10 TOPUTAVO 0QOPA £0GG EVIUEPDOGTE TO YIXTPO ©GOG TPOTOV TAPETE TO
Rivaroxaban/Ariti, 61611 1 dpdorn Tov Rivaroxaban/Ariti pmopel vo, avénbei. O ytpog cog Oa
amogaoicel edv o wpémel vo napete Oepomeio pe avTd TO EApUaKO Kol €AV Oa mpémel va Ppiokeote
Vo 6TEVATEPT TOPAKOAOVON o).

Edv o yuutpog cog kpivel 0Tt dtatpéyete avénuévo Kivouvo vo avartdiéete MK 6To GTOUAYL | OTO
évtepo, Umopel emiong va YpNOLOTOMGEL TPOANTTIKY Oepameia Katd Tov EAKoUG.

- Eav naipvere:
o opilopéva eapuaka yio T Bepomeio g eminyiog (pavutoivn, kapPapalenivn, eawvopapPitain)
o St. John’s Wort (Hypericum perforatum), éva gutikd npoiov mov ypnoiponoteitol yio t Bepameio g
KatdOAyme

® PLPAUTIKIVY, éVOl aVTIPLOTIKO
Edv xamowo omd 10 mOpUmdve a@opd €64C EVNUEPOGTE TO YWTPO GOC TPV TAPETE TO
Rivaroxaban/Ariti, 510Tt 1 amotehecpatikdtta Tov Rivaroxaban/Ariti pmopel va givor petopévn. O
yYwTpog oag Ba anopacicet, edv Tpémnel va vioPAnOeite oe Oepaneia pe Rivaroxaban/Ariti ko edv mpémnet
va Bpiokeote VIO oTEVH TOPAKOAOVON oM.



Kinon ko Onhaopég

Mnyv ndpete 1o Rivaroxaban/Ariti edv giote éykvog 11 Onidlete. Edv vmdpyel nepintwon vo peivete ykvog,
YPNOLUOTOMOTE AELOTIGTN OVTICVAANYN Y 660 ypovikd Odotnue maipvete 1o Rivaroxaban/Ariti. Edv
petvete éykvog evd maipvete avtd T0 PAPUAKO, EVIILEPDOTE AUECHE TO YLOTPO GOC, O 0Toiog Ba amopacicet
OGS O TPETEL VO OVTIHETOTIOTEITE.

0onynon Ko YEPIGUOS UNYOVAOY

To Rivaroxaban/Ariti pmopel va mpokorécel avemBounteg avtidpdoelg 6nwg CaAn (ocvyvn avemBount
evépyewr) N AmoBupiar (6t ovyvn oavemBountn evépyswr) (PBA. mopdypapo 4, «IlbBavég avemBounteg
evépYELESY). Agv Ttpémel va, 00 yeite 1| VA, XPNCILOTOIEITE UNYOVES EAV TAPOVGLALETE TETOLO CUUTTAOUATA.

To Rivaroxaban/Ariti mepiéyel Aaxtoln ko vatpro
Av 0 Y10TpOG GOC, GOG £XEL EVIUEPDOEL OTL £xeTE dVGOVESIN GE OPIGUEVO GAKYOPO, ETIKOVMOVIOTE UE TOV
YwTpd GOC TPOTOV TAPETE AVTO TO PUPUAKEVTIKO 1O10GKEVAGLO.

Avto 10 QhpuroKko TEPLEYEL AMyotepo amd 1 mmol véatpo (23 mg) avd diokio, Avtd onuaiver 0Tl givan
OVCLOGTIKA « EAEV0EPO VATPIOL ».

3. Ilog vo. wapete To Rivaroxaban/Ariti

[Tavtote vo maipvete avTd TO PAPUOKO ALOTNPE COUE®VL e TIG 0dNYieg Tov Ytpov coc. Edv €yete
aUQIBOAIEC, POTNOTE TOV YIUTPO 1] TOV PUPLOKOTOLO GOC.

Iléco va napete

H ocvuvictdpevn 66on sivan €va diokio Tov 2,5 mg 0o gopéc v nuépa. [1apte To Rivaroxaban/Ariti nepimov
v 010 dpa kibe pépa (Yo mapddetypa, Eva d1okio o Tpwi Kot Eva to Ppddv). Avtd T0 PAapHOKO UTopEl va
Anebel pe 1 xwpic poen.

Edv éxete dvokolio vo katamieite T0 010kio 0AOKANPO, cL{NTNAGTE UE TOV YIOTPO GOG GYETIKA HE GAAAOVG
TpOTOLG AyMG Tov Rivaroxaban/Ariti. To diokio pmopei va Opvppatiotel ko va avopeydet pe vepd 1 mortd
UMAOL OUECHC TPV TO TAPETE.

Edv sivar amoapaitnto, o yatpdg cog pmopel emiong vo coag yopnynoest 1o Opvpuaticpévo diokio
Rivaroxaban/Ariti pécm yooTPIKOO GOANVA.

To Rivaroxaban/Ariti dev Oa cog yopnynbei amd povo Tov.

O ywtpdc cog Bo cag {nrioel emiong vo mAPETE OKETLAOCOAIKVAIKO 0&D. Edv ypnoiponoleite to
Rivaroxaban/Ariti petd amd o&0 otepoviaio GOVIPOLLO, 0 YIUTPOC oaG UTopel va cag {nNTNoel emiong va TdpeTe
KAomdoypéAN 1 TikAomdivn.

O ywpdg cog Ba cag mel Tdco va mdpete omd avtd (cuvnbog petagd 75 kot 100 mg akeTVAOGAAIKLALKOD
o&éog nuepnoing N o nuepnota d6om 75 £wg 100 mg axeTVAOGOAKVAIKOD 0EE0C GLV €iTE Lo NUEPNOLA dOGN
75 mg KhomdoypEANG €lTe Lol TUTIKT NIEPNOLA OOGT TIKAOTIIVNG).

IIéte va Eexavijoete To Rivaroxaban/Ariti

H Oepaneio pe Rivaroxaban/Ariti petd omd o&d oTEQAVINIO GUVIPOUO TPETEL VA aPYICEL TO GUVTOUOTEPO
duvatdv uetd tn otabepomoinon Tov 0EE0C GTEPAVINION GLVOPOLOD, TO VOPITEPO 24 MPEG UETE TNV EIGAY®YN
0TO VOGOKOUEID KOl KOTA TO ¥pOVO Tov o TPEMEL KAVOVIKE VO GTOUOTNGEL 1] TOPEVTEPIKT (LEC® £vEONC)
OVTUTNKTIKY] 0Ly Y.

O ywtpoc oag Ba coc mel mote va Eekvioete T Oepamneio e to Rivaroxaban/Ariti edv £xete dloyvwobel pe
oTePaviaio VOGO 1 TEPUPEPIKT] aPTNPLOKT VOCO.

O ywtpog cag Oa anopacicel yio T6c0 ypodvo Ba Tpémel va cuveyioete T Bepamneia.



Edv mapete peyordtepn 66on Rivaroxaban/Ariti awé v kavovikn
Emwowoviote pe to yuotpd cog apécmg edv mmpate mdpo moAld Stokio Rivaroxaban/Ariti. H Afyn
vrepPoAikng mocotnTOg Rivaroxaban/Ariti av&avel Tov Kivouvo atpoppayiog.

Eav Egydoete va mépete To Rivaroxaban/Ariti
Mnyv wépete A dOGN Yo Vo avamAnp@ceTe pio 6001 wov mapoieiyate. Edv mapoaieiyate pio 06om, mhpte

Vv enduevn 80601 cag T cuvnBioUEVn OPa.

Edav otapoatiocete vo naipvere To Rivaroxaban/Ariti
[oipvere 10 Rivaroxaban/Ariti o taxtiky Pacn Kot yoo 660 ypovikd ddotnuoa cvveyilel vo oag To

CLVTOYOYPUQEL O YLOTPOC GOC.

Mnv otopatioete va maipvere to Rivaroxaban/Ariti yopic va gvnuepooete Tpata T0 Y0Tpd cog. Edv
OTOUOTNOETE VA TAipVETE AVTO TO APk, pmopel va awénbei o kivovvog va mibete pio GAAN Kopdloky
TPOGPOAN N AYYELONKO EYKEQUAIKO ENMELGOO0 1 VO omePfrdoete amd pio Tdnon mov oyetiletol pe TV Kopdid
N o apoeopa ayyeia cag.

Edv éyete mepiocdtepec epmTNOELG GYXETIKA LE TN (PO ALTOV TOL POPUAKOV, PMTNGTE TO YWITPO N TOV
QOPULAKOTOLO GOG.

4. IBavég avemOOpNTES EVEPYELEG

Onwg 0l Ta pdpuoka, £Tot Kot To Rivaroxaban/Ariti pnopel va mpokorécet avemBountes vépyeleg, av Kot
dev mapovctalovial oe OAOVS TOVG avOpOTOVG.

Onwg dhia mapopolo edpupoka (avriBpopfoticol mapdyovieg), to Rivaroxaban/Ariti propel va mpokadécet
alpoppayia, n omoio, umopei evdeyouévmg va givar arentikn yia ™ (on. H vrepPoiwn apoppayio umopsei
Vo 00N YN OEL GE ALPVIOLL TTMOGCT TNG OPTNPLOKNG TTiESN S (GOK). X€ OPIGUEVEG TEPUTTMOCELG, 1| QLoppayio pmopel
va unv givot ovepn.

MOavéig avemBOUNTES EVEPYELES TOV PTTOPEL VO Eivan 6N POl apoppayiog:

Evnuepoote apécms to ywotpd 60g edv mopovcildoete omoladnmote and Tig akdAovBec avemBounteg
EVEPYELEG:

- mopoteTapévn N vTEPPOAKN alpoppayio

- évtovn advvopico, KOTmon, wypotta, COAN, movokéearoc, aveénynto mpnéipo, dvomvold, Bmpakikds
wovog | otnOayyN, Ta omoio propel vo amotelovV onueia apoppayiog

O ywtpog oag pmopel va amopacicel va cag mapakorlovdel otevotepa 1 va aAraEet Tn BepamevTikn aywyn
oG,

IMBavég avemBOUNTES EVEPYELES TOV PUOPEl va. Eivar 6N udol cofapic avTiopacng Tov dEPRATOS:
Evuep@ote opéoms 1o YIOTPO 60¢ 4V TAPOVCIACETE SEPIOTOLOYIKEG AVTIOPAGELS OTMC:

- EMEKTEWOUEVO £VTOVO OepUTIKO eEGvONua, Pueoridec 1 PAGPec otovg PAevvoydvoug, .y, 6T0 oTOUN I
o710, patio (cuvdpopo Stevens-Johnson / To&ikn emdeppikn vekpoAvon). H cuyvotnta ovtng tng avembounng
evépyetlag eivarl molv omavio (Léypt 1 otovg 10.000).

- W avTidpaon 6T0 QAPUOKO OV TpokaAel e£avOnua, TLUPETO, PAEYLOVI] TOV ECOTEPIKAOV OPYUVAYV,
OLUATOAOYIKEG Olatapayéc Kol ocvotnuotikny acBévelin (ocvvopopo DRESS). H ocvyvomnta ovtig g
avemBountg evépyelag givail modd omavia (uéypt 1 otovg 10.000)

MBavég avemBounteg evépyeies mov propel vo givor onuadl cofupdv arAlepyIK®OV OvVTIOPAGE®V:
Evnuepoote apécme 10 Y10Tpo 60G AV TOPOVGLAGETE KATO0 A0 TIG TOPAKATO AVETIOOUNTES EVEPYELEC:

- olidnpo oto MPOCoWTO, T YEIAN, TO OTOMO, TN YA®GSH 1 TO Aoid, SVOKOAIM GTNV KATATOOT),

eEavOnpoto kol dSuckoAdieg oty avamvon, EAQEVIKN TTOoT 6TV TTieon tov aipatog. Ot cuyvotnTeg



oUTOV TOV OVETIOOUNTOV EVEPYEIDV  €lval TOAD omaviec (OVOQULAOKTIKEG OVTIOPAGELS,
CUUTEPIAOUPOVOUEVOD  OVOQPUAOKTIKOD GOK, Umopel va emmpedoovv péyxpt 1 otovg 10.000
avOpdOTOLC) KoL 0L GLYVEG (oyyel00idN U Kot dALEPYIKO 0idnua, pmopel vo exnpedoet péypt 1 oToug
100 avOpdmovg).

Yuvontiki] AMoto pe mOavég avemOounTes evépysieg:

Yoyvég (umopet va emnpedcovy €mg 1 ota 10 dropa)

- pelwon Tov apBpod TV gpubpdv alpoocealpimv 1 omoio UTOPEl Vo KAVEL TO OEPUA YAMUO Kol Vo
TPOKOAESEL advvapia 1 dHomvola

- QUOPPOYiO GTO GTOUAYL 1) TO EVIEPO, OLUOPPOYIL OO TO OLPOYEVVITIKA OPYOVE, (CUUTEPTAOUPBAVOUEVOD TOV
aipatog ota 0vpa Kot Bapldg EUUnvov pucng), arpoppayio amd T HoTn, apoppayio amd To OOAC

- apoppayio 6To UAtTL (cvumepAaupavopuévng g ooppayicg amd Tovg GKANPOVG YITOVES (“acTpddt”) Tov
LOTUDV)

- opoppayia e 16Td 1| KOIAITNTO TOL GOUATOS (UATOLO, LOADTES)

- amoPoAn aipotog pe To Priyo

- apopparyio omd To dépua 1 KAT® and To dEPUA

- alopporyic. LETA amd YEPOLPYIKY EXEUPAON

- OTOYOVOELONG EKKPLOT| OUATOG 1) VYPOD ATd TO YEWPOVPYIKO TPAdUM,

- tpn&uo ota dKpa

- TOVOG oTa. GKpa

- dvohiettovpyia TV veppdv (Umopel va gavel oTig e€etdoelg mov Ba yivouy amd To yatpd cog)

- TUPETOC

- TOVOG GTO GTOWAYL, SLUTAPOYES TG TEYNC, TAOT Yol ELETO 1 VOTio, SVGKOIAOTNTA, d1APPOLaL

- YOUNAR apTnplokm Tigon (to cupnTdpato propei va givar aicOnpo {aAng n Aumobupia kotd tnv 6pbia otdon)
- HELOUEVT YEVIKT] dOvaun Kot evépyeta (advuvapio, KOT®ON), TOVOKEPOAOG, CAAN

- eEavonua, kvnoudg

- o1 eetdoelc aipatog pmopel va dei&ovv pia avénon oe opiopéva nrotikd vivpa

Oy ovyvég (umopet va ennpedoovy émog 1 ota 100 dtopa)

- opoppayics 6ToV EYKEPAAO 1] GTO EGMTEPIKO TOL KPOViov

- apoppayia o€ apBpwon mov mpokaiel TOVO Kot TPNEWO

- OpouPomnevia (yaunrog apBuog aponetoiioy, To KOTTopa Tov Bonbovv atnv &N TOL ALATOC)

- OAAEPYIKEG AVTIOPAGELS, CUUTEPIAAUPOUVOUEVOV TOV UAAEPYIKDOV SEPUOTIKAOV AVTIOPAGEDY

- Statapaypévn nratikn Aettovpyia (umopet va dtomiotwbei otig e€eTdoelg mov O TPAYUATOTOMGEL 0 YLOTPOS
50g)

- o1 e€etdoeig aipatog pmopei va deiEovv pia avénon ot yorepubpivn, o OPIGUEVA TOYKPEATIKA 1] TTTOTIKE
évlopa 1 otov apldpd TV aponetaiioy

- MwoBupia

- aioOnua adrabeciog

- TaLKapdia

- Enpootopia

- Kvidwon

Yravieg (umopel va ennpedoovv £oc 1 ota 1.000 dropa)

- opoppayic LEGO GE (v

- xyoAdoToo™ (LEWWUEVT PON TNG YOANS), NTATITION GLUTEPIAAUPBAVOUEVIC NIATOKVTTOPIKNG PAAPT S (PAeypovn
070 NIap cvumep. PAAPNC)- KiTpivioua TOV dEPUATOG KOl TOV UATIOV (1kTEPOC)

- gvtomiopévo Tpn&yLo

- GLAAOYY aipotog (apdTmpa) otn fovPwvikn TEPLOYN, TOV amoTEAEL EMUTAOKY KOPS10KOD KOOETNPLOUGHOD
07O ONUELD EI0AYWOYNG TOV KOOETHPO OE L1a apTNpic TOL TOd10V GOg (YELOOUVEVPVGLLA,)

Mn yvoetés (1 cuyvotnta dev pmopel va ektundet pe faon ta dtabéoipa dedopévar)
- VEQPIKT aveETdpKeLD LETA omd coPapn apLoppayio



- aLENUEVT THEST OVAUESO GTOVG LOEC TMV TOJIMV 1 TOV Ppayldvev LETE amd aoppayia, o KOTaoToon M
omola, umopel vo. odnynoel oe movo, TPNEO, OALOIWUEVT aicOnon, povdlacua i Tapdivon (cHvopouo
dtopepiopatog HETA amd aoppayio)

Ava@opa avemOOuNTOV EVEPYELOV

Edv mapatnpioete kdmola avemiBOuNT evépyeLa, EVIUEPDOOTE TO YAUTPO 1] TO PUPLOKOTOLO GOG. AVTO 1GYVEL
KoLyl KaOe avemBoun Tt evépyela Tov OV avapEPETAL 6TO TAPOV POUAAO 0dN YLDV ¥prone. Mropeite eniong va
avaQEPETE AVETIOOUNTEG EVEPYELEG 0meVDEING, LECH TOV EOVIKOD GLOTILUTOC OVAPOPAG:

EAiraoa

EBvikdc Opyaviopuog @apudrmv
Meooyeimv 284

GR-15562 XoAiapyog, ABMva
TnA: + 30 21 32040380/337
®ag: + 30 21 06549585
lototomog: www.eof.gr

Méow g ovagopds avemBOUnT®V evepysldv umopeite vo Ponbncete ot cLAAOYN TEPIGCOTEPOV
TANPOPOPLDV GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG QOPLAKOL.

5. log va guraccetal To Rivaroxaban/Ariti
No eUAAGCETAL AVTO TO PAPLOKO GE UEPT TIOL dgV TO POGVOVY Kal dgv TO PAETOVY Ta TALOLE.

No pn xpnoyonoleite autd T0 APUOKO HETA TNV Nuepounvio AENG oV avaPEPETOL GTO KOLTI Kot o€ Kdbe
KOWEAN N eLIAN petd v évdeitn AHEH/EXP. H nuepounvia AMéng ivor 1 tekevtaio nuépa Tov Pivo mov
OVOQEPETAL EKEL.

Agv amoattovvton E101kEG cuvOnKeg POUAAENG.

Mnyv mtetdte To QAPLOKO GTO VEPO TG OMOYETELOTG 1 OTO GKOLTdN. P@TOTE TO POPUOKOTOd GOG Y10, TO
O Vo TETAEETE TAL PApUaKo oL dev yperaloviot ma. Avtd ta pétpa o fondncovy 6tV TpooTacio Tov
nepPaAiovrog.

6. IlgpreOpnevo TS GVOKEVAGING KOl AOUTEG TANPOPOPIES

T wepréyer To Rivaroxaban/Ariti
H dpaoctikn ovoia eivar n prapoéopmdvn. Kabe diokio mepiéyet 2,5 mg pifopoapmivng.
Ta GAha cvotatikd giva:
- [Tvpnvag dtokiov:

- Ndarplo Aaovpvrobeikod

- Aoktoln povoidpikn

- MikpokpuGTOAAIKT KuTTOPIV

- Kopuehhdln vatpiovyog dtoctowpodpevn

- YmpopeAroln tomov 2910 (SmPas)

- Mayvnolo oteatikd

BA. mopdaypago 2 ‘To Rivaroxaban/Ariti mwepiéyet Aoktoln kot vatplo’.

- Enucddloyn pe Aemtd vpuévio tov diokiov:

- Ympoperiroln 2910 (6mPas)
- Aw&eidwo Trraviov (E171)



- Téaing
- Maoakpoyoin, tomov 8000
- OC&eidro Tov Ziwdnpov, Kitpivo (E172)

Epg@avion tov Rivaroxaban/Ariti kou wepieydpevo e cvokevaciog

Ta Rivaroxaban/Ariti 2,5 mg emucoloppéve pe Aemntd vpévio diokia gival oTpoyyvAd, avolytol Kitptvov
YPOUOATOG, OUOIKLPTA, UE YopayUévn otn pio TAevpd v évoeldn "2.5".

Awtifevtol 6€ KOYELEC G€ GUOKELOGIN TV 56 ETIKOAVUUEVOV e AETTO DUEVIO SIOKI®V.

Mmropel va unv KukAo@OpoOV OAEG 0L GUCKEVAGIES.
Karoyog g Adciag Kvkhogopiag

ARITI A.E.
Aeweodpog Tatoiov 52,
13677 Ayapvég At
EXMGda

TnA. 210-8002650

Hopayoyoc

Pharmaceutical Works Polpharma SA
ul. Pelplinska 19

83-200

Starogard Gdanski

[MoAwvia

To wapov vAlo 00N YOV Yp1oNS avaBewpOnke Y10 TELEVTOIO POPa GTIG

Agv gpapuodletat.



