@viro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Tibsovo 250 mg emkaloppéva pe AenT6 VUEVIO O16KiA
Pocidevipmn

V1o @AapraKo oVTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba emTPEYEL TO YPTYOPO
TPOGOIOPIOUO VEDV TANPOPOPLOV acPiieloc. Mmopeite va fondnoete pEcm g avapopdic Thovmy
OVETOOLUNTWOV EVEPYELDV TTOV EVOEYOUEVMG Tapovatalete. BA. T€éhoc g Tapaypdeov 4 yio Tov TpOTO
OvVOQOPEG AVETIBOUNTOV EVEPYELDV.

AWPacTe TPOGEKTIKA OAOKAN PO TO GVAAO 0ONYIAV YP1ONG TPV UPYICETE VU TUIPVETE VTO TO

PapPROKO, O1O0TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- Duragre avTd To EOALO 0ON YLDV Yprione. Towg ypelaotel va to dufdoete Eava.

- Edv &yete mepartépm anopiec, potiote Tov y1aTpd 1) TOV VOGOKOLO GOC.

- H ocvvrtayn v avtd to dppoko xopnynnke amokAeloTiKd Yo cog. Agv TPEMEL v SDGETE TO
@AapuoKo o€ AoV, Mmopel va Tovg TPOKAAEGEL BAAPT], OKOUO KoL OTOV TO GUUTTOUOTO TNG
acBévelog Toug eivar 101 e ToL O1KA oag.

- Edv mapotnpfoete Kamolo avemBOunTn evEpyELd, EVILEPMDGTE TOV YIATPO 1] TOV VOGOKOLO GO,
Av10 1oyvet Kot Yo kéBe mbavn avemBountn evépyela Tov dgv avagEépPETal 6To TapdV GUALO
odnywdv ypnons. Biéme mapdypoapo 4.

T gpréyeL 10 Tapov GUAAO 00N YLOV:

T etvon To Tibsovo ko ol givat 1 ypron Tov

T mpénet va yvopilete npv tapete 10 Tibsovo

Ilog va népete to Tibsovo

[TBavéc avemBounteg evépyeteg

[Mog va pvidocoete to Tibsovo

[Tepreydueva tng cuokeLAGIG Kol AOUTES TANPOPOPIES

AN

1. T eivar To Tibsovo ko o givar 1 yp1jon ToL

T givan to Tibsovo

To Tibsovo mepiéyel ) dpactikh ovaia Pocidevipnn. Eivat Eva edppoko mov ypnoyLoroteital yio
Oepameio CLYKEKPIUEVOV KOPKIVOV TOL TEPLEYOLV EVO LETAAAAYUEVO (TPOTOTTOUNEVO) YOVIOL0 TTOL
oynuartiel pia tpoteivn yvoom oc IDH1, n omola dtadpapatifel onpoviikd poro oTny mapoy®yn
gvépyelog ya ta kuttopa. Otav to yovidio IDH1 petadldooetar, 1 mpoteivn IDH1 tpomomoteiton ko
dev Aettovpyel 6OOTA, KOl AVTO £(EL MG OMOTEAEGA AALAYEG GTO KOTTAPO, Ol OTTOlEG UITOPEL VaL
odnyncovv otnv avartuén kapkivov. To Tibsovo pumlokdpel T UETAALOYUEVT LOPPT TG TPOTEIVIG
IDH1 kot Bon8é otnv emPBpadvvon 1 T StoKom T avamTuéng Tov Kapkivov.

owa givar 1 gprion Tov Tibsovo
To Tibsovo ypnoomoteiton yio ™ Bepaneio evniikov pe:
o o&eia poeroyevn Aevyopio (OMA). Otav ypnoponoteitol og aobeveig ue OMA, 1o Tibsovo
0o yopnyeitoun oe GUVOLOCUO UE £va AAAO OVTIKOPKIVIKO QAPIOKO TOV ovopdleTat
«afokiTidivny.
®  KopKivo xoANeopwv (emiong Yvwoto mg «yolayyslokopkivouo»). To Tibsovo ypnoyiomroteiton
pévo tov yo ) Beponeio acBevov TV onoiwv 0 kapkivog YoAneopwv &xel eEamiwbel og
Ao PEPT TOV CAOUATOG KO O1 070101 Y0V AAPEL TOLAGYIGTOV pia TpoyoLuevT Bepameia.
To Tibsovo ypnowpomoteitol povo o acbeveic v omoiwv 1 OMA 1 0 kapKivog YoAnedpwv
oyetileton pe aAdayn (net@iaén) oty mpmteivn IDHI.

2. Tvnpéner va yvopilete mpwv ndpete To Tibsovo



O ywTpog oag Bo paypatomoost po eEEtao yio va eAEyEet edv £xete o LETAAAAEN otV
apwteivn IDH1 tpotod amopacicst edv avtd 10 edppaKo ivol 1 KatdAAnin Bepaneio yio €56G.

Mnyv napete to Tibsovo

® og epintmon ariepyiag oty POGIOEVINTN 1) GE 0TOL0ONTOTE AAAO O7TO TO GVOTUTIKA VTOV
TOV QUPUAKOL (OVaPEPOVTAL GTNV TAPAYPAPO 6).

o g maipvete 10N eApupaka OTmg 1 dafryatpdvn (Eva eapLaKo OV XPNCLULOTOEITAL Yo TNV
TPOAN YT TOV GYNUATICUOV OpoUPmV aipaTog), To Bakcapudyopto (Vo GUTIKO QAPLOKO TOL
YPNOLOTOLELTAL Y10 TNV KATAOAYT KOl TO GyY0g), 1| PLPOUTIKIVY (Eva @ApLOKO TOV
xpMnoLomoteitar yio tn Oepameio faxtnplokdv AOUDEE®DY) 1| OPIGUEVE PAPLOKO TTOV
yxpMoorolovvrol yia ) Bepoaneio g eminyiog (m.y. kapPapalenivn, patvofopPrrain,
QOLVLTOTVN).

o ghv €yete éva kapdlakd TPOPANUa, Le To onoio yevwnOnkate, Tov ovopaleTol «GUYYEVEG
ovvopopo pakpod QTcey.

® £V £YETE OIKOYEVELKO 1GTOPIKO aLPVIOIon HavAaTov 1} U PUGIOA0YIKO 1) OKOVOVIGTO KAPOLOKO
TOAUO OTIG KATM KOWOTNTEG TNG KOPOLAS.

o g €yete goPapn| datapayn TS NAEKTPIKNG OpacTNPOTNTAS TG KapOldg Tov ennpedlet To
pLOuo G Ko ovopdletal «mapdract tov dwuctipnatog QTey.

Mnv ntapete 10 Tibsovo €dv 0mo100MmoTe 0o TO TOPATAV® 1oYVEL Yio €50G. Edv dev giote aiyovpot,
WIANOTE LE TO Y1OTPO N TO VOGOKOLO GOG.

IIpogdomou|oels Ko TPOPVAGEELS

2 0vopopo dwapopomoinong o€ a.c0eveic pe OMA:

To Tibsovo pmopet va TpokaAéoel pia cofopr] KOTAGTACT) YVOGOTH (G GOVOPOLO dLAPOPOTOIN6NS
o€ acbeveig pe OMA. TIpoxettol yio o KatdotooT Tov EnNPealel To KOTTOPN TOV OiUATOg GOG Kol
umopel va glvan ametntiky yo ™ {o1| €4v 0gv avTIUETOMIOTEL.

ntote eXELYOVTOGS 10TPIK] Pon0sia cdv £xete KATOLO OO TO, TOPOKATEO CUUTTMOUATO WETA T
Ay tov Tibsovo:
o  TVPETO,
Prixa,
dvokoAia otV avomvon,
e€avonua,
pelwpévn dtovpnon,
£aAn M Tdom yo MmoBopia,
tayeio avénon Papovg,
TPNEWO TOV XEPLOV 1 TOV TOSDV GO,

Avtd pumopel va givar onpeior Tov cuVOPOLLOL dLOPOPOTOINGNG.

H ovokevacia mepiéyet o kdpta tpogdonoinong achevovg mov Ba v €xete mavia pali coc.
ITeptéyer onuavtucés mAnpoopies v €06G Kol TOVG EMAYYEALOTIEG VYEING GOG GYETIKA LE TO Tl
TPETEL VO KAVETE EQV ELLPOAVIGETE KATOL0 OO TO GUUTTOUATO, TOL GLVOPOLOL dtapoporoineng (PA.
Topaypoeo 4).

Hoeparaon Tov dwetiparos QTe:

To Tibsovo pmopel va TpoKaAEceL pio coPapr) KOTAGTOOT YVMOGTH OG TUPATACT] TOV OLUGTINATOS
QTec, n omoia umopei v TPOKOAEGEL OKAVOVIGTOVS KAPIIAKOVS TOAUOVE Kot omeAnTiké Yo T {on
appubuisc (Un PLGIOAOYIKT NAEKTPIKT OPACTNPLOTNTA TNE KaPIAG Tov emnpedlet Tov puBud mg). O
YWTPOG GOG TPETEL VA, EAEYYEL TNV NAEKTPIKT OPAGTNPIOTNTO TNG KOPIIAG GG TPV Kol KAT, T
duapxeta g Bepamneiog pe o Tibsovo (PA. «Taxtikég e&etdoeioy).



Intote eneryovrog woTpikn fondewa v aicbavOeite (oAn, aicOnuo Auwobopiag, aicOnua ToApmy
N MmoBopia (PA. emiong mapdypoaeo 4) petd ™ ANy tov Tibsovo. Katd tn didpkeia tng Oepomeiog,
EVILLEPMOGTE TOVG YITPOLG G0g 0Tl Taipvete Tibsovo mpv EEKIVIGETE OTOLOONTOTE VEO PAPUAKO,
KaOdS oV Ta propel vo avENGovy Tov KivOuvo EUQAVIONS U1 GUGIOAOYIKOD Kapdtakoh puOpoo.
e  Edv gpopavicete kamota omd Ti¢ Tapondved cofapés avemBOUNTEG EVEPYELEC, O YLUTPOS GOG
UTOPEL VoL 60C ODOEL BAL PAPLLAKA Y10 TNV OVTILETATLOTN TOLG KOl UTOPEL VO GOC TTEL VO
otapatnoete va moipvete to Tibsovo Yo Kamolo ¥povikd S1dotnpa 1 vo 10 SlakOYETE TEAEIMC.

AmevBuveite otov Yi0Tpo Gog py wapete to Tibsovo eav:

e £yeTe KOPOWOKA poPAnpata 1) TPoPALaTE RE PT] PUOLOLOYIKE EMITEN O NAEKTPOLVTAOV
(6mwg vaTplo, Ko, acPESTIO 1) HoyVNGL0),

e LAopPdvete opropéva @appoKa Tov propel vo exnpedoovy TNV Kapord (T.y. ovTd TOL
YPNOULOTOLOVVTOL Y1 TNV TPOANYN NS appLuBuiog kon ovopdloviot avtiappudukd, opiopéva
avTIBLOTIKG, OPIGUEVE OVTILVKTTIOGTKE KOl VTG TOV YPTGLLOTOIOVVTOL YI0 TNV TPOANYN TNG
vauTiog Kot Tov pétov PAéne «AAla pappoka Kot Tibsovoy),

&xete TPOPALOTO GTOVS VEPPOUG,

o ¢yete NMOTIKG TPOPA LT

Taxktikég e€eTdosig

O y1atpdc oag Ba cag mapakolovdel otevd mpv kot katd T didpkela tng Oepoameiag pe to Tibsovo.
®a ypelaotel va kavete Taktikd niektpokapdioypagnuoate (HKT, pia kataypaen tng nAEKTPIKNG
dpacTNPLOTNTOC TNG KAPOLAC GOC) Y0 TNV TOPAUKOAOVONGT| TOV KApSLOKOD GOC TOAOV. Ba cag yivel
éva HKI mpwv Eexvioete ) Bepaneia pe 1o Tibsovo, pio opd tnv efoopdda yia Tig TpeIS TpOTES
ePdopddeg g Bepaneiog ko 6N cvvéxeln unviaimg. Mropet va mpaypatoroinfovv emmiéov HKI
oUUPMVO e TIG 00N Yieg Tov yroTpov cag. Edv apyicete va maipvete opiopéva pdproka mov umopel va
gnnpedoovy TV kopdid cag, Oa mpayuatomromOei HKI mptv amd v Evapén kat katd tn S1dpKeLo Tng
Oepamneiog pe T0 VEO PAPUAKO, EPOGOV ATALTEITOL.

®a vroPAndeite emiong o e&étaom aipotog Tpv amd v Evapén g Bepoameiog pe to Tibsovo kot ot
GUVEYELN GE TAKTA YPOVIKA SLOCTHHLATO.

Edv eivan amapaimto, 0 yioatpog cag pumopel va peumacet T d6omn oag tov Tibsovo, va n dtakoyet
TPOCOPIVA 1 VO TN SLOKOYEL TEAEIWG,.

owra ko £pnpor
Mnyv yopnyeite avTo TO PAPLOKO € TALOLA Kot EPTPovg KAT® TV 18 eTdV, 610TL dEV VTTAPYOVY
TANPOPOPIES GYETIKA LLE T YPNON TOV GE QLTI TNV NAIKLOKT OUAOL.

Alra @appoxa ko Tibsovo

Evnuepaote tov ylatpd cog eav Taipvete, ExeTe TPOGEUTO TAPEL 1 UTOPEL VO TAPETE AAAL PAPUAKOL.
Av10 yuoti pmopet va, petdoovy v amotedespotikotnta Tov Tibsovo 1 va avé&neovy Tov Kivouvo
avemountov evepyeldv 1 1o Tibsovo pmopel va ennpedoel Tov TPOTO e TOV 0TTOI0 To. GAAL QAP UAKOL
AgLTovpyovVv.

Ewdwkotepa, Bo mpémet vo eviuepdGETE TO TIOTPO 605 €0V TAIPVETE KATOL0 0td TO. akOAovOaL
QAPULOKA, DOTE VO, ATOPACIGEL AV 1) Oepaneia cag Tpémel va Tpomomondei:
o OVTIBLOTIKA TTOV YPTCULOTOLOVVTOL Y10 PakTnplakég AomEELS (TT.y. pvOpopvkivn,
KAapOpopvkivn, Bevluromevikihdivn, cumpoprolacivn, Aefoprotacivn),
Bapoapivy (ypnoiponoteital yio Tnv TpoANYM TS dnpovpyiog Opoupwv oto aipa),
PAPIOKA TTOV YPICLUOTOLOVVTAL VLU LUKNTLAGIKES LOIPAEELS (T.). 1TpoKovalOAN,
KeTokovalOAT, ehovkovalOAn, 1oafovkovaloin, Tocakovalodn, Bopikovaloin),
* POPUUKA TOV EXNPEALOVY TOV KOPILOKO GO TOANG, YVOOTA ®C ovTIOppLOUIKA (7T.Y.
duitwaléun, Pepamoapiin, kvidivn),
* QAPNUKA TOV YPNGLUOTOLOVVTUL YL T1] OLOKOTI] TN VOV TING KOl TOV ERETOV, YVOGTEH MG
QVTIEUETIKA (TT.). ATPETITAVTI), OVOAVGETPOVT], TPOTIGETPOVT, YPOVIGETPOV)),
* PAPNUKAE TOV (P CLUOTOLOVVTOL PHETH A0 NETUROGYEVOELS OPYAVOV, YVOOTE 1OG
OVOGOKOTAGTOATIKA (T.). KUKAOGTOPIVY, EBEPOALLOVG, GIPOALLOVG, TAKPOALLOVG),



e @dappoka mov ypnoiponrolovvror Yo Tov 16 HIV (m.y. pakteykpoPipn, prrovafipn,
atolavafipn),

aA@eVTaviAn (ypnouonoteital yio avolcsincio og YepovPYIKEG EMEUPUCELS),

QUIVTAVOAN (YP1CILOTOLEITAL Y10 EVTOVO TOVO),

mpolion (ypnowonoteitar yio T oyloppéveln),

PAPUUKO TTOV YPGLUOTOLOVVTUL Y10 TOV KOPKIVO (T0.). KUKAOPOCQOLIOT, OGO,
TokMTOEEAT)),

peBadovn (ypnolpomoteital yio Tov 0o 6T Hopeivn 1 v npoivn i Yo cofapd movo),

PAPRUKA TTOV YPNGLLOTOLOVVTAL Y10 TOV S1af1)Tn) TOTOVL 2 (1.}, moyAtalovn, pemayAvion),

opempaloin (mov ypnoyomoteiton Yo EAKOG GTOUAYOV KOl YOGTPOOICOPAYIKT TAAVOpOUN o)),

POVPOGENLO (YPTCLLOTOLEITAL Y10 T GUGCOPEVLGT VYPAV, YVMOGTH MG O1ONLL),

PAPRAKA TTOV YPNGLLOTOLOVVTAL Y10 TNV VYA JOANGTEPON), YVOGTA OG GTATIVES (TL.).
atopPactativn, Tpoapactativn, pocovfactativn).

o LapoTpryivn (YpNCULOTOLEITAL Y10 TV EMANYIQ).

To Tibsovo pe Tpo@1] ko T0T0
Mnv KoTavOA®VETE YKPEWPPOLT 1 YVUO YKPEWEPOLT Katd TN dtdpketla g Oepamneiog pe o Tibsovo,
KkaOdg pmopel va ennped.oel Tov TPOTo dPAcNG AVTOD TOL PAPLAKOV.

Kinon, 0nkaopdg kar yovipotnra

To Tibsovo dgv GuVIGTATOL Yio YPTION KATE TN SIAPKELD TNG EYKLUOGVVNG, KoM umopel va fAayeL T0
ayévvnto pwpo. Ot yovaikeg o€ avomapaymywkn nikio 0o Tpémel vo, TPOyUATOTOOUV £Va TECT
gyKopooLvNG Tpwv omd v Evapén g Bepaneiog pe Tibsovo kat Oa mpémet va amopedyovy va peivouv
€yKveg katd T ddpken g Bepamneiog

Edv elote éykvog, vopilete 06T umopei va giote £ykvog 1 oxed14leTe va AmoKTHOETE TAdi, {NTHOTE T
GLUPBOVATY TOV YLOTPOD GOG TPV TAPETE AVTO TO PAppaKko. Enucovoviote apécmg (e To YiaTpo M T0
VOGOKOWO Gag €0V PeiveTe £€yKvog evd Ttaipvete to Tibsovo.

AvticOAANYM
To Tibsovo dgv mPEMEL VO, YPT|CIUOTOIEITAL GTIV EYKVUOGVVY, KOOMS pmopel vo PAGyEL TO oyévvnto

popd. Ot yuvaikeg € avamopoy@ykn NALKIO Kot 01 AVOPES E YOVOIKEG GUVTPOPOVG OE
AVOTOPUY®YIKT NAKIK TPETEL VAL YPTCUYLOTOIOVV OTOTEAEGUOTIKT OVTIGCVAANYT Y10l VO, ATOPEVYOLV
TNV €YKLUOGVVN Katd T Sudpkela g Oepaneiog pe Tibsovo kot yio TovAdyiotov 1 uiva petd tnv
televtaia doon.

To Tibsovo pmopel va eumodicel T 6MOTH AELTOVPYIN TOV OPUOVIKAOV AVTIGVAANTTIK®OV. Edv €0l o
GUVTPOPOG UG YPTOLUOTOIEITE OPLOVIKO OVTIGLAANTTIKO (T.). OVTIGLAANTTUKG YOm0 1)
OVTICVAANTTIKA EMOEUATO 1 ELPLTEDUATA), TPETEL EMIGNS VA (P SLoToLEiTE péB0o0 Ppaypov (m.y.
TPOPUAOKTIKA 1) O1APPUYLLO) Y10 VO ATOPOYETE TNV EYKVUOGUVT]. ZU{NTAGTE LE TO Y1TPO 1 TO
VOGOKOWO GOG GYETIKA UE TN 6ot LEB0d0 avTIGOAAYNS Y10 €GOG.

Onlocuog
Agv givon yvmoto €dv to Tibsovo mepvaetl oto puntpikod yoro. Mnv Onralete 1o Bpépog Gog Katd T
duapxeta tng Bepamneiag pe Tibsovo kot yio tovAdyiotov 1 piva pHeTd v Televtaio d6om.

Tovuotnta
Agyv gival yvoot6 €dv to Tibsovo ennpedlel ) yovipdmra. Edv avnovyeite yio ) yovipudttd cog
evo maipvete Tibsovo, WANGTE e TO Y10TPO GOC.

001yN o1 Kot LEPIOROS PNV LATOV

AVTO TO PAPHOKO EXEL LIKPT ENXLOPOCT] OTNV IKAVOTNTA GOG VO 0ONYELTE ] VO YPNCIUOTTOLEITE
omotadnmote epyaAeio | unyaviuato. Edv aieavieite adiabecio petd ™ Aqyn tov Tibsovo, unv
odnyeite Kot unv ypnoiponoleite epyareia  unyovirota £og 6tov aicbavisite Eova KaAd.

To Tibsovo wepiéyer Aaktoln ko vaTpro



Edv cog €xel met o yrotpog oag 0Tt £xete dvsavesio oe OPIGUEVA GAKYAPO, EMKOIVMOVIOTE LE TO YLUTPO
GOG TPV TAPETE AVTO TO PAPLLAKO.

Av106 10 Papuako TEPEYEL Ayotepo amd 1 mmol vatpiov (23 mg) avd diokio, gival avtd oV
ovoualovpe «ehevBepo vatTpiovy.

3. Mg va wapete To Tibsovo

[Tavtote vo maipvete T0 PAPUAKO 0LTO AVOTNPE COUE®VA UE TIC 0dNyieg Tov YaTpov oag. Edv éxete
apeiBoriec, potNoTe TOV Y1TPd 1) TO VOGOKOUO GOG.

H ocvvictdpevn 66om eivan 2 dwekia (500mg focidevipnng) mov mpémel va AapPdvovtar pio popd v
nuépa mepimov TNV 010 Opa kKGO nuépa.

O yatpog cag pmopel va oag mel va tapete 1 dwokio (250 mg 1Pocideviunng) edv maipvere kKamowa
ailo @appoxa M v va cog PBondnoel va aveyteite kolvtepo Kdmoreg mOBavég avemBounteg
gvépyeres.

e  No maipvere Ta diokio y@pis TPoPN. M1y 1pdTe Timoto Y10 2 dpeg mpy £¢ 1 dpa petd ™ Aym
TV S1oKimV.

e  Korameite ta diokio oAOKANpa pE VEPO.

e  Mnyv katanivete to Enpavtikd mov PpiokeTar otn eroAn. To Enpavtikd Ponba otnv mpoctacio
TV diokimv and v vypacio (BA. Tapdypago 5 kot mapdypaeo 6).

o  Edv xavete guetd petd m Aqyn piog o6ong, puny ndpete emmiéov dwokia. [lapte v emdpevn
8001 60¢ WG GLVNOWOC TNV ETOUEVT TUEPQ.

Eav mapete peyarvtepn 66on Tibsovo amwd Tnv Kavovik
Edv xatd AdBog mhpete mEPIGGOTEPA S10KIN A0 OCA GOG EXEL CLVTAYOYPOUPNGEL O YLOTPOG GOG,
avalntiote eneiyovoa wrpiky Pondera kou whpte T PLIAN TOL Poppakov poli cog.

Edv eyboete va mapete 1o Tibsovo

Edv mapodeiyete po 66om 1 dev TV mapeTe T GLVNOIoUEVN DPa, TAPTE Ta. S16Ki0 TO GUVTOUOTEPO
duvato, exTOC 4V 1 emdEVT 6001 TPETEL Vo ANeOEl evidc 12 wpav. Mnv mtapete SimAn 660 péca o€
12 dpeg. [apte v emdpevn 060 0¢ cuvnBmg TV EmdUEVN NUEPO.

léco karpo6 va napete 1o Tibsovo
®a pénel vo cuveEYIoETE VO TOUPVETE ALTO TO PAPLOKO PEXPL O YIATPOG GOG VO GOG TEL VO, TO
otopotnoete. MV 6TapatoETE T AW TOV J1oKI®V TPV T0 GULNTAGETE TPAOTO. UE TO YIUTPO GOC.

Edv &yete meprocdtepeg EpOTNCEL GYETIKA LLE TN XPTOT] CLTOV TOV PUPHAKOVL, POTNOTE TOV YIOTPd 1)
TOV VOGOKOUO GOG.
4. IMBavég avemBOUNTES EVEPYELES

Onwc 6Ao To. apoKa, ETCL Kot aLTO TO QAPUAKO UTOPEl Vo TPOKAAESEL AveMBOUNTES EVEPYELES, OV
Kot 6gv Tapovctdlovtal 6€ GAOLG TOVG AVEPMOTOLG.

Yopapég avemOBOUNTES EVEPYELEG

Intote enelyovToc woTpkn] fon0ela edv ep@avicere 0moradNmToTE 06 TIG GKOAOVOES
avem@ounreg evépyeres. Ta copntdpaTa TOV OVaPEPOVTAL TapakdT pumopel va opeilovtan og
ooPapég KATAGTAGELS YVOOTEG OG GUVOPONO dropopomoinong 1| Ttapdtacy tov dwetipatos QTec,
o1 omoieg pmopel kat ot 600 va etvar ameNTIKEG Yo T Con):



- XUvOpPopo S10.QpopoToincg
Emwowmvnote apécmg Pe To Y1oTpo 6og £G4V £YETE OTO100MTTOTE OO TO, AkOAOLOA
GUUTTOLOTAL
o TVPETOG,
Prixa,
duGoKOAia oTNV ovamvon,
e&avonuo,
Hetwpévn ovpnon,
{aAn M téomn AmoBopiog,
tayeio avénon Papovg,
TPNEO TOV XEPLOV 1 T®V TOOLOV GOG.

Opiopéva 1 OA0 0 TE, TO, COUTTOUATO, LWTOPEL VoL Eivar onueio Lo KATAGTOoNS 1OV
ovopdleton ohvopopo dtapopomoinong (Lmopel va exnpedost tepiocotepa amd 1 ota 10
dropa).

To ouvdpopuo dapopomoinong o€ acbeveig pe OMA gupaviotnke £0c kot 46 nuépeg
petd v évapén tov Tibsovo.

- [popApata otov kKapowakd pvOps (rapdatacn Tov dwwstipretos QTc)
Emikowvovnote auéowg Pe To yaTpd 6o¢ €6V €xete aAAay 0TOV KOPAOKO oag TOAUO 1 €Gv
awoBaveote: CaAn, tdon AMmobvpiag | Mmobvuia. Avtd {owg eival onudole evog Kapdlokon
wpoPAnuatog mov ovopdleton mapdtacn tov QTc (umopel va ennpedost nepiocdtepa and 1 ota
10 dropa).

Alreg avemOOpuNTEG EVEPYELES
Evnuepdote 10 yiotpd 560G €4V TAUPUTNPNCETE OTOLUONTOTE amd TG akOAOoVOEG avemBOUNTEG
eVEPYELEG:

INo acBseveig pe OMA
IMoAv ovyvig (Lmopel va emnpedoovy mepiocdtepovg amd 1 atovg 10 avBpmmouc):
o £ETOG,

o ovdeTepomevia, (YOUNAL eTimeda 0VOETEPOPIAMV, £VOG TOTOG AEVKADV ALOCOUIPI®MY TOV
KOTOTOAEE TIC AOIUMEELS),

o Opoupomevia (younia eninedo apOTETAAMY TOV UTOPEL VO OOTYICOVY GE OLLOpPOyia. Kot
UOADTEC),

AEVKOKVTTAP®OT (VYNAL emimeda AEVK®V OLUOGPALPI®OVY),
atnvia (dvokoAia 6Tov Hrvo),

TOVoC 6Ta GKpa, TOVOG GTIC apbpdoELS,

TOVOKEPUAOC,

Catn,

TOVOC TNV TAGTY.

Yuyvég (umopel va emnpedoovy meptocdTepovs amd 1 otovg 100 avOpdmovg):

. 7TOVOC GTO GTOUA ) TO AUUO GO,

. TEPLPEPIKT vevpordeia (vevpikn PBAAPT 6Ta Gved Kot KATO GKPO TOL TPOKOAEL TOVO 1
povdacuo, aictnpo Kavcov kot aichnuo pppnyKiaouaTog),

. Aevkomevia (yopnAd eninedo AELKMOV OLLOCOUPIOV).

IN'o aoBeveig pe kapkivo yoAnEop®V
oA ovyvég (umopel va emnpedoovy mepiocdtepovg amd 1 atovg 10 avBpmdmoug):

. KOT®ON),

. vowTia,

. KOLMOKO GAyog,
. duappoia,



petwpévn opeln,

aoKitng (CLGGMPELGT VYPOL GTNV KOLAA),

£ETOC,

avapio (Letwpévog aplipnds epubpdv apoceuipimv),

TOVOKEPUAOG,

aAday€g oTic SoKIacieg NIATKNG Agttovpyiog (avENUEVT AOTAPTIKT AULVOTPUVEOEPATT)),
mTePLPEPIKT vevpomadeia (vevpikn PAAPT oTa ¥Epta Kot Ta TOdIN TOV TPOKAAEL TOVO
UOVIOC O, KAWIUO KoL LOPUNYKIOO L),

eEavonua,

. avénpévn xohepuBpivn aipatog (Tpoidy S1dcTacnS TV EpLOPOY AHOCEAIPIMY) TOV UTOPEL VO
TPOKAAEGEL KITPIVIGUO TOV SEPUOTOC KOL TOV LOTIOV.

Yvyvég (Lmopel va emnpedoovy teptocdTepovs omd 1 atovg 100 avBpdmovg):

UELOUEVOG aPOOG AEVKDV OLOCPULPimV,

UELOUEVOG apOOG apoTeTOM®YV,

aAdayég oTig doKipaoieg Nmatikng Agttovpyiog (avENUEVT AUVOTPAVGOEPACT) OANVIVIG),
TTMOCELS,

vepyorepvOpivarpio (VYNAdL enimeda yorepvbpiving 6to aipa),

XOAL0OTOTIKOG IKTEPOS (CLGCMOPEVCT] YOANG TOV TPOKOAEL KITPIVIGLO TOL OEPLATOG 1) TMV
LOTUDV).

Ava@opd avemBOunTmv gvepyEtov

Edv moapotmpnoete Kamowo avemBOunTn eVEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV/TIV VOGOKOLO GOC.
AVTO 1oyveL Ko Yo kEOe Thavr avemBountn vEPYELR TOL OEV AVOPEPETAL GTO TOPOV PUALO OONYIDV
xpNons. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeing, Hécw Tov eBvikod
GULGTILLOTOG OVAPOPAG:

EA\Goa Kvbmpog

EBvikoc Opyaviopuog @appakmv DoppokevTikég Ynpeoieg

Meooyeimv 284 Ymovpyeio Yyeiog

GR-15562 XoAapyoc, ABMva CY-1475 Asvkwoia

TnA: + 30 21 32040337 TnA: +357 22608607

Iototonog: http:/www.eof.gr ®ag: + 357 22608669
http://www kitrinikarta.gr Iotétomog: www.moh.gov.cy/phs

Méo® G avapopds avemBounTmy evepyeldv uropeite va fondnocete 6t GLAALOYY TEPIGGITEPWV
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPOVTOC POPUAKOD.

5. Iog va purdccete To Tibsovo
To @dppoako avtd TPETEL VO, PUAACGETOL GE PEPT TTOVL OeV TO PAETOVY Kot dgv TO POEVOLY T TALdIdL.

Na pn ypnoiponoteite ovtd T0 GAPUOKO UETE TNV NUEPOUNVia ANENG TOV AVOPEPETOL GTNV ETIKETA TNG
@LaANG kot oto kovuti petd v EXP. H nuepopunvia Anéng eivar ) televtaio nuépa Tov punva wov
OVOQEPETOL EKEL.

To @appaxo ovtd dev amartel Waitepeg cvvONKes Beppokpaciog yio v @UANEN Tov. Alatnpeite ™)
OLAAN EPUNTIKG KAEIGTN Y10 VO TPOGTOTEVETAL OO TNV VYpOcic. Altnphote 10 ENpaviikd Pésa ot

OLaAN (PA. Tapdypaeo 6).

Mnv metdte apROKa 6TO vepd TNG OTOYETELOTG 1) OTA OKLOKA amoppippata. Potiote tov
(OPLOKOTOLd GOG YO TO MG VO TETAEETE TOL PAPLAKO TTOL gV YpNoIponoteite mo. Avtd ta pétpa Oa
BonBioovv oty mpoctacia Tov TepPaiiovtog.


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

6. Mepreybpeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES

T wepréyer To Tibsovo

o H dpaotikn ovoia givar 1 ifocidevipnn. Kabe diokio mepiéyet 250 yilootodypappio
1pocdevipmnc.
o Ta GAAa GVOTOTIKA Elval IIKPOKPVGTOAAIKT KLTTAPIVT, KapueALoln vatplohyog

106 TOVPOVUEVT], GOVKKIVIKT] 0EIKT] VITPOUEALOLY|, KOALOELDES d1oEeidto Tov TTupttiov, dvudpo,
LOYVIG10 OTENTIKO, VATPL0 AoovpvroBeuco (E487), vrpopedhdln, Titaviov dro&eidio (E171),
AaKTOCN povoDIPIKN, TpLaKeTivn Kot Adka apyiiiov wotkokapuiving (E132) (BA. mapdypogo 2
«To Tibsovo mepiéyet Aaktoln kot vaTplo»).

Epg@avion tov Tibsovo kot epieydpeva TG 6VGKEVAGIG

o Ta emucodoppéva pe Aemtd vuévio diokia ivan pmhe, oynuatog ofaa, pe «IVO» ot pia mievpd
Ko «250» oty GAAN TALPA.
o To Tibsovo dtotifeton og TAOCTIKEG PLOAES TTOVL TTEPLEYOLY 60 ETKOAVUUEVO, e AETTO VUEVIO

dtokia kot €va amoénpovtikd. Ot prideg eival CLGKEVAGUEVEG GE KOuTi amd yoptovi. Kabe kovti
nepéyet 1 QLaan.

Karoyog Aderog Kvkhogopiog
Les Laboratoires Servier

50 rue Carnot

92284 Suresnes Cedex

ToAAia

MopookevaocTi|g

Les Laboratoires Servier Industrie
905, route de Saran

45520 Gidy

ToAlia

['o onowdnmote TANpoPopio GYETIKE [LE TO TOPOV PUPHOKEVTIKO TPOIOV, TOPOUKOAEICTE VO
angvBuvheite otov Tomiko avimpodswno Tov Katodyov g Adstag Kvkhopopiog:

EAAGoa Kvmpog
YEPBIE EAAAY ®PAPMAKEYTIKH EINE C.A. Papaellinas Ltd.
TnA: +30 210 939 1000 TnA: +357 22741741

To wapdv UAA0 00N YLOV Yp1ioNS avaBepnOnke Yo TELEVTAIO POpd GTIg 02/2026.
Alreg INYEG TANPOPOPLAOV

Aemtouepeic TANPoPopies Yio TO APHOKO avTd givar dtabéoiuec 6To dtkTvakd ToTo Tov Evpmmaikod
Opyaviouod @apudrkmv: https:/www.ema.europa.eu.

To mapov eOALO 0dnydv eivar dStobéoipo oe OAeG Tig enionueg YAdooeg g EE/EOX otov diktuaxo
om0 T0V Evponaikod Opyavicpod Oopudkov.


https://www.ema.europa.eu/

