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1. EIZATQrH

To OuAAGdI0 auTd mepiéxel TI amapaitnTec mMAnpo@opicg yia ) ouvtayoypdenon Kat diaBeon tou Revlimid®
(Nevahidopién), ovpmepihappavopévwy mAnpogopiv yia to Mpdypappa MpdAnyng Konong [Pregnancy
Prevention Programme (PPP)].

Mapakaovpe omwe avatpééete otnv MepidnPn Xapakmpiotikwv tov Mpoidvrog (MXM) yia emmAéov minpogopiec.
To Ekmadeutiko YAio tou REVLIMID® ato aUvoAd Tou €ivat Stabéotpo - atnv 1otooehida tov EOO:

https://services.eof.gr/human-search/home.xhtm

Mnopeite emiong va capwoeTe péow Tou «€§umvoun KIvNTol 6ag Tov mapakdtw kwdikd QR, yia va petaPeite oty
lotooehida http://www.eof.gr, yia tv avalfimon Ekmaibevtikwv YAKav Mpoidvtwv AvBpwmvng Xprong.

H tpéyovaa Nepiinyn Xapaktnpiotikwv Mpoiovtog (MXM) kat o OuAo 0dnyiwv Xprong (OOX) eivar dlabéopa
otnv totooehida Tou European Medicines Agency (EMA): https://www.ema.europa.eu/el/documents/product-
information/revlimid-epar-product-information_el.pdf.

Otav n evahidopidn xopnyeital o€ ouvduaopd pe GAAa QapHAKEVTIKA TTPOioVTa, TPEMeL va oUUPOVAEDEDTE TV
avtiototyn Mepilnyn twv Xapaktnpotikwv Tou Mpoidvtog mpwv v évapén tne Bepaneiac.

210 AIO10 TWV PETEYKPITIKWY PETPWV Kat TG Slao@ahiong Tne ao@dheiag Tou gappdkov, £xouv dieayBei un
MAPEPPATIKEG PETEYKPITIKES pelétec aopaleiac oe aoBeveic pe puehoduomaotikd cuvdpopo (MDS) (kwdikoi
pehetwv: (C-5013-MDS-010 & (C-5013-MDS-012) ot omoieg éxouv ohokAnpwOei.
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2. KINAYNOI THX AENAAIAOMIAHZ

H napakdtw evotnta mepiéxel ouatdoelg mpog Toug EmayyeAparieg Yyeiag oxeTikd pe To WG va ENayLoTomojoovy
TOUG KUpoug Kivduvoug mou ouvdéovtal pe t xprion g Aevahidopidng. Mapakadw avatpééte oty MXI
(Mapdypagoc 4.2 Aooohoyia kat Tpémog xoprynong, 4.3 Avtevdeiéeic, 4.4 Eidiké mpoeidomotogi kai mpo@uAdselg
Katd tn xprion Kat 4.8 AvemBUupnTES evépyeleq).

Amoteei umoxpéwon Twv EmayyEALATIGV Lyeiag va:

- NMapéxouv avalutikée odnyie¢ kat evnuépwon otou¢ aocBevei¢ yia toug Kivdovoug e Aevahidopidng,
ovpmepthappavopévou Tou Mpoypdppartog MpoAngng Konong.

- AiaogahiCouv 61 01 aoBeveic €ivat IKavoi va GUPHOPPWVOVTAL € TIC AMAITAOELS Yia TV acpalr] xprion tou Revlimid

- Mapéxouv atoug acheveic To oxeTIKO ekmaidevTikd @UAAAGIO Kat TV KApTa acBevouc.

2.1 Asutepec MpwtomaBeic KakonOeieg

0 kivéuvog yia eugdvion apatodoyikav devtepwv mpwtonabwv kakonBeiwv (second primary malignancies -
SPM) mpémet va Aappavetar umogn mpwv amd mv évapén g Bepanciag pe Aevahidopion eite o€ ouvdvaopo pe
nehpahavn eite apéow petd amd peh@ardvn vPnAng d6oNG Kal autéAoyn PETAUOOXEVON APXEYOVMY KUTTAPWY
(ASCT). Ot tatpoi Ba mpémet va a&lohoyoiv mpooeKTIKA Toug acbeveic mpwv kai Katd ) didpkela e Bepaneiag
Xpnotpomolavtag mpotumn §€taon Kapkivou yia epgdvion SPM kat va §exivouv Bepancia, we evdeikvutar.

Av¢non twv SPM éxetmapatnpnbei o€ KAvikéc Sokipéq o€ aoBeveic pe puédwpamou gixav mponyoupévag umoPAnei
o€ Bepaneia pe hevahidopidn/deapeBalovn o olykpion pe Toug paptupec. Ot pn dindntikéc SPM mepthayBdvouy
deppatikd KapKIvOPaTa ek Bactkwv i} Makwdwy KUTTApwy, eva ot dindntikée frav katd meloyn@ia kakorBeleg
ovpmaywv oykwv. Avénon twv SPM oupmaywv dykwv éxel mapatnpnBei kat og aoBeveic mov Ehaav Aevahidopidn
o€ ouvduaopo pe peh@ahdvn kat mpedvilovn o o0yKpion pe peharavn oe ouvouaopo pe mpedvifovn.
MNepumtwoei apatohoyikawv SPM 6mwg oéeia puehoedn Aeuyapia (AML) £xouv mapatnpnBei o& KAWVIKES GOKIpEC
o€ veodlayvwodévte aoBeveic pe moAamd puéhwpa mou AauPavav Aevahidopion oe ouvduaopo pe peA@aldvn
N apéowg petd amd xoprynon vynhrg d0ong peAgahavng kat ASCT (HDM/ASCT: BAéme Napdypago 4.4 g MXM).
Aut n avénon dev mapatnprinke oTig kKAvikéC dokipEC Twv veodiayvwabévtwy acBevwv pe moMamhé puéhwpa
mou Adppavav Aevahidopion o cuvbuaopd pe de€apeBalovn o€ alykpion pe avtoug mouv Adppavav Bahibopion oe
ouvbuaopo pe pehpahavn kat mpedvi(ovn.

2.2 EEEMEN Le OScia Muehoyevy Acuyaipio o AcO@eveic pe Muehoduomhaotikd
Xovépopa (MDS) XapnAov kat Meaaiov-1 Kivdivou

O petaBhntéc avapopdg, oupmepthapPavopévng ¢ o0VOETNC KUTTAPOYEVETIKAG Kal Twv TP53 petaldéewv
oxetiCovtat pe v e&ign o AML o€ dTopa pe avatpia mou amartel pEeTayyioelg Kat £xouv TNy avwpahia anwAelag
TOU pakpol okéNoug Tou Ypwpoowpatog 5 (Deletion 5q).

Xe pia post-hoc avdhvon pag khwvikii¢ dokipnc tng Aevahidopidng oe puehoduomaotika olvdpopa xaunAov 1
peoaiov-1 kivdovou (MDS-004), To extipnpevo dieTé¢ mooootd e¢ENEne oe AML ftav 27,5% o aoBeveic pe Betiko
amotéheopa ¢ e&€taong IHC-p53 (1% tou emmédou Sokipasiag 1XVPNS MUPNVIKIE XPWONG, XPNOIHOTIOLWVTAC
avoooioToXNHIKN aéloAéynon ¢ MpWTEVNC p53 wC UMOKATATATO yla TNV KatdoTaon petdMagng Tou TP53) kat
3,6% o€ aobeveic pe apvntikd amotéheopa ¢ e¢étaong IHC-p53 (p = 0,0038) (BA. mapdypago 4.8 Tng NXI).

e pia ouvduaopévn avahuon d0o KAvikav dokipwv e Aevahidopiong o€ puehoduomaoTika olvopopa xapunhou 1
peoaiou-1 Kivduvou, Ta dropa pe oUvBeT KuTtapoyeveTkr diEtpexav Tov uPnAGTEPO ekTiHWHEVO dlETr) abpoloTiko
kivduvo &€Miéng ae AML (38,6%). To ektipiwpievo Otetég mooootd e¢ENENG o AML o aoBeveic e pepovmpévn avapahia
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amwAELAG Tou Hakpou okéNoug Tou Xpwpoowpatog 5 (Del 5q) ftav 13,8%, oe auykpion pie 17,3% yia aoBeveic pe amwAela
TOU pakpol okéAoug Tou Xpwpoowpatog 5 (Del 5q) kat pia emmpdoBet KuTtapoyeveTikr avwpaNia.

Kata ouvémela, n axéon o@éhouc/kivoovou tng Aevahidopidng, dtav ta MDS oxetilovtat pe anwAeia Tou pakpol
oKeAoug Tou Xpwpoowpatog 5 (Del 5q) kat 60vBeTn KuttapoyeveTikn, dev eivat yvwot.

3. MPOTPAMMA NPOAHWHX KYHZHX

H Aevahidopidn oyetiCetar Sopka pe ) Bahdopion. H Bakibopidn eivar pia yvwotd tepatoyévog ougia mov
npokahei ooPapéc ovyyevei¢ Slapaptiee, ameAntikéc yia ™ {wr. H Aevahibopidn mpokdAeoe oe mbrikoug
duomhacieg mapdpoleC pe autég mou €xouv meptypaei yia tn Bakibopidn. Eidikdtepa, Sievepyrbnke pia pehét
euBpuikic avamruéng oe morkoug, atoug omoioug opnyrnBnke Aevahidopion o€ dooelg éwg 4mg/kg/nuépa.
Evprpata avtic g pehétng katédei§av 6t n Aevahidopidn mpokdheoe €wrtepikéc duomhaoie Omw¢ atpnoia
MPWKTOU Kat duomhacie dvw Kat KATw dkpwv (Kovtd, Kekappéva, avwpoAa, avmpalng oTpo@ng 1 Kal amovia
Hépn Twv dkpwv, umepdpiBya n amovta ddktula) oToug amoyovoug BnAukwv mORKwv mou éhafav To pdpuako
katd tn Sidpkela T Kunong.

Edv to Revlimid® (Aevahidopidn) AngBei katd tn didpkela tng KUnong, n tepatoyévog enidpaon otov dvBpwo gival
avapevopevn. Na 1o Aoyo avtod n Aevahidopidn avtevdeikvutal katd v KUNon kai 0Ti¢ yuvaikeg pe duvardtnta
TEKVOTOINON¢ EKTOC Kat av mnpouvtat ot mpoimoBéaei¢ Tou Mpoypaupatog MpdAnyng Kinang mov meptypdpovat
010 mapdv GuANGdIo yia Toug Emayyehpartiec Yyeiovopikng MepibaAyng.

Anotehei amaitnon tou Mpoypdppatog MpoAnyng Kinang 6ot ot emayyeAparieg vysiag va diaopahioouy ot €xouy
dlaBaoel kat katavoroel autd To GUANGSIO Tpv amé T ouvtayoypagnon 1 T Sidbeon ¢ Aevahidopidng o€
omolovdnmote aoBevn).

H mepypagn tou Mpoypdupatog MpoAngng Konong kat n katnyoptomoinon twv acBevav Pdoet @olov kai
duvatdtnrag Tekvomoinong mapouatd{etat oTov suvnpupévo AlyopiBpo.

Awavopn

Aebopévng TG E101KIAC YHONE TOU IPOIOVTOC KAl TWV AMAITOULEVWY EVEPYELWV Yia TNV EAAYIOTOMOiNoN Tou KIvdivou,
Mepilnyn Xapaktnpiotikwv tou Mpoidvtog kat o eykekpipévog amd tov EOD tpdmog didbeong Tou mpoiovto kaBopiouv
011N Aevahidopidn yopnyeitat pe meptopiopévn atpikry ouvtayr. H évapén g Bepancia yiverar o Noookopio Kat
umopei va ouveyiCetat kat ekto¢ Noookopigiov umd v mapakohouBnon e1dikol latpov. H didyvwon Tou aoBevr kain
oUVTaYoYPAPNoN TOU TPOIOVTOC yivetal amokKAELOTIKA amd épmeipoug latpou¢ AipatoAdyoug / OykoAdyouc.

Mpoypappa Exeyyopevng MpaaPaon¢

* LKoma¢ Kat ZToyot

0 otéxog Tou mpoypappatog eheyxopevng mpoaPaocng g Aevahibopidng eivar va dlao@ahioet 6TI Katd TNV
Xopriynon tou mpoiévtog oTou¢ aoBeveic £xouv AngBei 6Aa Ta anapaitnTa PETpa yia TV AMOQUYI TWV KUHOEWV.
To mpdypappa eheyyopevne mpdaBaong tne Aevahidopiong onpiletar otn xprion evog e161kou evtimou mapayyehiag
(Ebiko Evtumo Mapayyehiag Revlimid®), amd 1o omoio mpoPAénetal 611 0 Bepdnwv 1atpdg PePatwvel 0Tt Exouv
AngBei 0Aa Ta amartoUpEva PETPA YL TNV AMOPUYN TWV KUNGEWV.

« Neprypaepn Mpoypapparog EAeyxopevne Npoopacng

0 pnxaviopog g heyxopevne mpoofaong €xel dlapopewbei mpokewpévou ol amartioelg Tov Mpoypdppatog
MpdAnyng Kunong va ikavomotouvtat mipw¢ mptv T xopriynon e Aevahidopidng otoug acheveic.

To mpoypappa eheyxopevn mpoopaocng Exel we ¢

0 Bepdnwv 10Tpd¢ (amokAEOTIKA Epmelpog 1aTpo¢ aipatoldyog / oykohdyoc) cupminpwvel To “Eidikd Evtumo
Mapayyehiag Revlimid®”. Zto évtumo autd Ba tekpnplwvetal 6Tt ikavomolovvtal ta faocikd onpeiatou Mpoypdppatog

MpdAnyng Konon.
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Ta Edikd Eviuma Mapayyehia¢ Revlimid® mpowBoovtar amd 1o Oappakeio tou Noonheutikod 18pupatog i 1o
Oappakeio Tov EONYY otnv Bristol-Myers Squibb n oroia eivar umedBuvn yia ™ Siaxeipion Tov mpoypdppatog
eheyxOpevng mpoopaong Tov eapudkov. Katd v mapaapn Tou To éviumo eAEyxeTal wg mpog TV mAnpoTNTa TV
napeyopevav minpogoptwv. Emmiéov eAéyxetat av o Bepdmwy 1aTpog £xel AdPel T amartodpevn ekmaidevon Kat 1o
amapaitnto ekmaideutikd LAIKO kat akoholBw n mapayyehia mpowBeita mpog extéAeon.

Aedopévou 6TL n katdMnAn exmaidevon Ttou Bepdmovtog latpol amotelsi Paoik amaitnon Tou yediov
EAayiotomoinong Kivduvou, kapia mapayyehia 6ev Ba exteeitat xwpic éyypagn empePaiwon g exmaidevong tou
Bepdmovtog latpol n omoia cuvtoviletar amd v etaipeia Bristol-Myers Squibb.

ExkmaideuTikd uiké amootéNetal emiong kat o€ gappakomotolg mou diayetpiCovtal ta Eidikd Eviuma Mapayyehiag
Revlimid® yia Adyoug evnpépwaong mptv Ty EKTEAEDN OUVTAYWV.

H tekunpiwon e evnuépwons Twv agbevawv atous omoious mpdkertat va yopnynbei n Asvalibouidn (yuvaikeg pe
duvardtnta/ ywpi duvatdtnta tekvomoinane/ dvipes aoBeveic) Oa yiverar pe ) yprion tov Evidmov Evnuépwanc yia
Tou¢ Kivduvouc kai T Kdptag AaBevod, n omoia éxet biapoppwbei abupwva e v yvwudtevon e CHMP

To Evtumo Evnuépwang yia toug Kivéivous Ba aupninpwvetar kai Ba umoypdpetar amd tov 1atpd Kai Tov/tny aclevi
mpwv v évapén e Bepaneiac. To évrumo autd Ba puAdaaetar amd Tov 1atpd kai avtiypapd Tou Ba bivetal atov aoBevi.

H Kdpta AaBevois Ba auumAnpawvetar amd tov Bepdmova tatpd, 8a puAdaaetat amd tov aoBevij kai 8a mpookouiletal
0¢ KdOe emiokeyrj Tov atov Bepdmovta 1atpd.

To gudo twv adBevwv kai n duvatdtnta tekvomoinang (yuvaika pe duvatdtnta tekvomoinang, yvvaika ywpic
duvatdtnta tekvomoinang, dvépag) Ba anueiwvetal atny Kdpta.
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4. LYNTATOTPAOHXH THZ AENAAIAOMIAHY

4.1 luvaikeg pe duvatotnra teKvomoinong
« [t yuvaike pe SuvatdTnTa TEKVOMOiNonG, 01 0UVTayoypagroELs Ba mpEmeL va meplopLoToUV 0€ 4 OUVEXOUEVEC
€BOopadeC péyiotn Sidpkela GUPPWVA e Ta yKeKpipéva dooooyikd oxrpata (doooloyia).
« Mnv xopnyeite o€ yuvaikeg pe duvatdtnta tekvomoinong eKTOC Kat av umdpyxel apvnTikG TEOT KUNONG TO 0T0io
va £xel mpaypatomonfei eviog 3 npepwv TPV amod TV NEPOHNVIa cLVTAYOYPAPNONG.
« H xopriynon tou Revlimid® Ba mpémel va yivel To péyloto evidg 7 nuepwv amo tn ouvtayoypdenon.

4.2'0\ot ot aAhot agBeveic:
« Tla GMoug tou¢ dMouc aobeveic, o1 ouvtayoypagroel e Aevahidopiong Ba mpémel va meploploTouV o€ PéyioTh
d1apketa 12 ouveydpevwv efdopddwy kai n ouvéyion tne Bepaneiag amartei véa ouvtayn.

4.3 Tuvaikec AoOeveic:
KaBopiote €av pia yuvaika otepeital duvatdnra tekvomoinong.
« O1akdhouBe¢ Bewpolval 6ti dev Exouv duvaTodTNTA TEKVOTIOINONG.
- HAikia > 50 eTwv Kat guatoloyika apnvoppoikn yia = 1 £to¢ (H apnvoppola PETA amd avTIKAPKIVIKI
Bepaneia i katd ) didpkela Tou Bnhaopod dev amokAeiel duvatodTnTa TEKVOTIOINONC).
- Npdwpn wobnkikn avemapkela, empePaiwpévn amo €181k0 yuvaikoldyo.
- [Iponyoupevn ap@otepomieupn oahmiyyowobNKEKTON 1} VOTEPEKTON).
- XY yovdtumog, aovdpopo Turner, ayeveoia tng pATpag.
ZuvioTaral va mapaméppete Ty acBeviy oag yia yuvatkohoyIkr eTipnon av dev iote oiyoupot av mAnpoi j xt
autd Ta Kprtipla.

4.4 Yuotdoeic Mpoypapparog MpoAnyn¢ Konong yia luvaikeg pe Avvardétnta

Texvomoinong
Oryuvaikec pe duvatétnta Tekvomoinong dev mpémet mote va AdBouv Aevahidopidn o€ mepintwon:
+ Konong
« Edv pia yuvaika €ivat kavr va peivel éykuog, akopa kat av dev oxediadel va peivel €yKuog, EKTOC Kat av
mAnpodvTal 6A&¢ o1 cuvBrKeg Tou Mpoypdupatog MpdAnwne Konong.
« E¢artia¢ ¢ avapevopevng tepatoydvou dpaong g Aevahidopidng atoug avBpwmoug, n ékBeon Tou eufpuou
TIPEMEL VA AMOPEVYETAL.
«0t yuvaike¢ pe Suvatétnra tekvomoinong (akOpa Kat av  €xouv apnvoppola) Tpémel va:
- XPNolpomolovv TouAdytoTov pia amoteAeopatiki pEBodo avtioUAANPNG yia Touhdytotov 4 eBOopadeg mpv
v évapén ¢ Bepaneiag, katd ™ didpketa g Bepameiag, kar éwc Kat TOUNAKL0Tov 4 EBSopadeC peta Ty
ohokApwon ¢ Bepanciag pe Aevahidopidn, akopa Kat o€ mePIMTWOELS dlakomr¢ te 66on¢ i) deopeutoly
yla amoAutn kai ovvexn amoxr mou empPefatwvetal o pnviaia paon.

KAl
-va éyouv pia lotpikd empBePalwpévn apvnTiki dokiacia KURoewe mpwv amd Ty €kdoon ouvtayig (le eAdyion
euaioBnaia 25mllU/mL) epdoov éxouv Eekvioel avtioUMnYn yia Touhdylotov 4 Bdopddeg, kabe 4 efdopddeg
katd ) didpkela ¢ Bepaneiag (oupmephapBavopéviv Kat Twv mepLodwv dtakomrg e d6ong) kat TouNdyioTov
4 Bdopddec petd my ohokhpwaon ¢ Bepaneiag (ue e€aipeon v empepaiwpévn cahmyyikn oteipwon). Autd
epappoleTal Kat o€ yuvaikeg pe duvatotnTa ekvomoineng, ol omoie¢ deapebovTal yia amoAuTn Kat ouvexn oECOUahIKn
amoyn.
Edv xpewaotei va aAha€ouv 1y va otapatiioouy T éBodo avtioMnii¢ toug, ot acBeveic Ba mpémel va oupBoulevovtat:
« V0L EVHEPWVOLY TOV LaTPO oL auvtayoypagei Ty avisOAnPn 6Tt umoPdMovtal o Bepaneia pe Aevahidopion.
Va 00C EVNUEPWVOLY 6T EYouV oTapatioel 1} aNdgel Tn péBodo avtioONNPRC Toug.
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Edv dev xpnowpomotei amoteheopatikiy aviiobMnyn, n acBevig mpénet va napanep@Oei oe katdMnla exmaidevpévo

EMaYYEALATIO TOU TOPER UYELOVORIKAC TEPIBAAYNG yia OXETIKEG GUPBOUAES, T EeKiviaet n avTIGOANANYN.

Ta akdhovBa pmropodv va BewpnBolv we mapadeiypata katdMnAwv pebodwv avtigOARYNG:

« Epgitevpa

« Evbopntpiké abatnpa (1US) amedevbépwong Aefovopyeatpéhng

« 01kn pedpoéunpoyeotepdvn Ppadeiag amodéopcvong

« 2aAmyykn oteipwon (amohivwon)

« 2e€0UaNIKR maqn povo pe dvopa mou €xet umoPAndei o ektopr omepHATIKOU MOPOU. H EKTOT TOU OTIEPHATIKOU TOPOU
npénetva emPePainbei pe 0o apvnuikéc avahboelg oméppatog.

« Xdma avaoToArg TG woppnéiag mov mepLEXouy Povo mpoyeatepovn (m.y. deooyeatpéhn)

Aoyw Tou av§nuévou Kivduvou @AePiknc Bpoppoeppotng oe aoBeveic pe moMamo puéhwpa ot omoiot Aappdvouy

Aevahidopidn we Bepameia suvduacpod, kai o€ pikpoTepo fabuo o acbeveic pe moManho puélwpa, puehoduomiaoTika

oOvopopa Kat Mépgpwpa amé koTrapa Tou pavéia mou Aappavouy povoBepaneia pe Aevahidopion, Ta amé Tov oTépATOC

ouvduacpéva avtiouMnTikd xdma dev ouviotwvtal Edv pia acBevig xpnotpomolei amd Tou otopatog opnyodpevn

ouvduacpévn avtilogOANYn, N acBevigmpémelva peTatdoseTal o€ pia amo Tig amoteAeopatikée pebodoug mou mapatibevtal

napandvw. 0 kivduvog eAePIKn¢ BpopPoepPolng ouveyilel va vgiotatal yia 4-6 efdopddes petd ™ lakom g amé

TOU 0TOPATOC Xopnyolpevng ouvduacpévng aviobMnYnG. H amoteAeopatikétnTa Twv aVTIGUMNITIKWY OTEPOEIOWY

evhéxeTal va pewBei katd tn didpkela g Bepanciag pe ouyxoprynon de§apebalovng.

Ta eputedpara ka ta [USs oyetiCoval pe avénpévo kivouvo Aoipwéng Kata Ty TomoBETmar) Toug Kat akavovioTn KOATIIK

apoppayia. Mpogulaktik Aqyn aviBotikev Ba mpémetva e€etdeTal, €181k oTny mepimtwon aobevav e ovdetepomevia.

Evbopntpikéc ouokevéc ameheuBépwang xahkou dev ouvioTwvTal Aoyw Tou evdexOpevou Kivouvou Aoipwéng Katd tv

Tomofétnon Toug Kat Katapnviag ammAelag aipatog, n omoia propei va fAagel aobeveic pe ovdetepomeviaf Bpopfomevia.

Oa mpémel va evnpepwoete v aoBevr) oag 6Tl o€ mepimTwon mou MPOKUYEL KONON 1 UmApyeL umoYia KUNong Katd

 Odpkela g Bepanciac pe Aevahdopidn mpémet va dlakoPel apéowc T Bepanmeia kal va evnpePWOoEL ApECWS TO

Bepdmovta 1atpd TG,

4.5 Yvuotdoeic NMpoypapparoc MpoAnyn¢ Konong yra Avépeg

E¢artiag ¢ avapevopevng tepatoydvou dpdong tng Aevahidopidng otoug avBpwmoug, n ékbeon tou epPpuov
TIPEMEL VA AMOPEVYETAL.

Evnuepwote tov acbevy oag mole¢ ivat ot amoteheopatikée péBodol avtioOMnYNG Ti¢ omoie¢ pmopei va
XPnotpomotoeL ) oOvVTPoYAE Tov.

H Nevahidopidn amekkpivetal oto avBpwmvo oméppa. Zuvenmag, Ohot ot avdpe¢ aoBeveic mov Aappdvouv
Aevahidopion, ovpmepiapPavopévwy exkeivwy mou €xouv umoPAnOei o€ ektour omeppaTikou mopov, kabwg
T0 omeppatikO uypd pmopei va e§akohouBei va mepiéyel Aevahidopidn amouvcia omeppatolwapiwy, mpémel va
Xpnotpomolouv mpo@uAakTikd kad’ oAn tn didpkeia Tne Bepameiag, katd T didpkela g mepiddou dlakomng Twv
d00€wv Kat yia TouAdIoTov 7 nuépeg petd tnv Aén tng Bepaneiag, edv n 6UVIPOPAC TOUC Eival EyKuog 1 €xel
duvatdnra tekvomoinang Kat dev xpnaotpomolei amoteAeopatiki avigUAMnyn.

01 aoBeveic Ba mpémel va evnuepwvovTal 0Tt €Gv N 6OVTPOYAC TOUC peivel EyKuog evoow AapBdvouv Aevahidopidn
0€ HIKPO XpovIKO S1doTnpa agou xouv dlakopel tn Bepameia pe Aevahidopidn, Ba mpémeLva evnpePHOOLY APETLS
Tov Bepamovta tatpd Toug. H abvtpo@oc Tou acbevr) Ba mpémel va evnpepwoel Apeoa Tov 1ATPo TE. ZUVIOTATAL Va
napanepBei o¢ 1aTpo e1dikevpévo otig dlapaptie didmaonc yia aglohdynon kai kabodrynon.

Ot dvépeg aoBeveic dev mpémel va mpoo@épouv oméppa iy omepparol{wdpla katd t didpkela ¢ Bepaneiag,
oupmephapBavopévng e meptodou katd t Sidpketa diakomwy TS H60NG Kat yia TouAdx1oTov 7 NpéPEC PeTd T
diakomn g Aevahidopidng.

LEN
EU-IMID-June2025, EU-RMP Version 42.2, 2003-GR-2500003
EpmoTeuTiko Kat 110KnTo éyypago




5.ZHMEIATIOY MPENEI NA AAMBANONTAI YMOYH
KATA TO XEIPIZMO TOY ®APMAKEYTIKOY MPOIONTOZ:
A ENATTEAMATIEZ YTEIAL

Mn potpddeote To PapHAKEVTIKO POIOV pe Kavévav AAov, akopn Kat av éxel mapopota oupmtwpata. Na guAdcoete
0 QAppaKa pe aopdela, WOTe va pnv pmopei va ta mapel kaveic dAAo¢ kata AdBog Kat va ta QUAACOETE 0€ Pépog
mou dev mpooeyyiouv maidid.

OuhaooeTe TIC KUPENES e Ta KapdKia oTnv apyIKi ouoKevaoia.

Ta kagdkia evoéyetal meploTactakd va kataotpagolv 6tav meédovtat yia va Pyovv amd v Kupéhn, €1dika oe
TepimTwon mou n mieon aokeitat 0To péoo Tou Kayakiov. Mpokeipévou va agaipebolv amd Tt KupéAn ta Kapaxia
dev Ba mpémel va méovtat o péon. H mieon Ba mpémel va aokeital povo otn pia mievpd, yeyovag mou meplopidel
Tov Kivduvo mapapdpewon fj Bpaveng tov kayakiov (BA. eikdva mapakdtw).

Ot emayyehparie vyeiag, Ta dropa mou @povtiCouv aoBeveic Ba mpémet va @opolv yavtia piag xprioewg otav
XelpiCovtat TV KUPEAN 1 10 Kapdkio. AQaIpEOTE MPOOEKTIKA TA YAVTIA £T0L GOTE Va amo@UYeTe TuXOV ékBeon Tou
dépuarog,romoBetriote Ta o€ oppayilopevn mhaoTikr 6akoUAa amé moAualBuNévio Kat amoppiyTe Ta GUPWVA JIE TI
Katd T0moug 1oxUouoEC OXETIKE SlaTaéelc. XTn ouvéxela Ta xépla Ba mpémel va mévovTal 6XoAaGTIKA e GamouvL Kal
vepo. KaBe aypnotpomoinTo pappaKeUTIKO Poiov 1} UMONEIPA MPEMEL VA EMOTPEPETAL GTOV PAPUAKOTIONS YIa A0Par
anéppupn COPPWVA IE TIC KATA TOMOUC LoX0O0UOES OXETIKEC dtatddelc. Ot yuvaikeg mou eivar éykueg 1y mBavohoyouv 6Tt
umopei va eivar éykueg dev mpémet va yelpiCovrar Tnv KuPéAn 1 1o kaydkio. Asite mapakdtw yia mepartépw odnyiec.

4

5.1 Tnpriote Tig akOAovEC mPoPUAAELC KATA TO XELPIOHO TOV PUPHAKEUTIKOU TIPOTIOVTOC,
npoKepévou va amotpéPete mOavi ékBeon eav siote Emayyepartiag Yysiag

« EQv €iote yuvaika mou €ivat éykuog fj umdpyet n umoyia otL pmopei va iote éykuoc, dev mpémel va xelpieote
TIC KUPENEC 1 Ta Kaydkia.

« Dopéote yavria piag xprioewg otav yelpileate To mpoiov kai/n v ouokevacia (. v KUYéAn 1 To Kaydxio)

« Xpnotpomotjote KataAnAn TeEXVIKN 0Tav apalpeite Ta yavia mpokelpévou va amotpéPete mbavi ékBeon Tou
d¢éppatog (BAéme mapakdtw).

« TomoBetrote Ta yavtia o€ o@payl{opevn mAaoTikr oakoUAa, MOVETE Ta xépla 0ag Kat amoppiyte Ta yavTia
OUHQWVA I TIC TOMIKEC AMAITHOELC.

« MM\OveTe Ta xépLa 0ag 0XOAAOTIKG e GATOUVL KAl VEPG APOD aPAIPEOETE TA YAVTIA.

« Ot aoBeveic Ba mpémet va evnuepwvovtal va pnv divouv moté 10 GappaKeVTIKO mpoiov o€ dANo dtopo.
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5.2 Eav n Luokevaoia tov Mpoidvrocg ivat Eppava¢ Kateotpappévn,
Xpnowomnotciote Ti¢ Mapakdrw EmmAéov Mpog@ulddeic yia va Amotpépete Ty
‘ExOeon

« Edv n efwrtepikn ovokevaoia eivar eppavwe KATETPAPEVN — PNV TNV avoieTe.

« Edv ol oe1péq Tng KupéAn¢ eivat kateoTpappéves N eppavicouv drappon 1 Ta Kaaxia gaivovtal KATETTpappEva
N pe dlappor| — KAEioTE apéow¢ TRV WTEPIKI) CUOKEVATIA.

- TomoBetrote 10 Mpoidv o€ opayt{opevn mhaoTikr oakoOAa moAvatBuleviou.

« Emotpéyrte 10 aypnotpomoinTo mpoiov 6To Gappakomold yla ac@ar andppuyn To GuVTop6TEPO duvaTo.

53Av 1o [poidv AmelevBepwOei i XuBei, AdaPere KatdAAnheg Mpoguldéeig
Mpokepévov va Ehayiotomoujoete v EkBeon, Xpnopomoiwvtac KaraAAnha
Métpa lMpoowmiki¢ Mpootaciag

« Edv Ta kapakia éouv Bpuppatiotei i éyouv omdoel, pmopei va ameheuBepwBei okévn mou mepléxeL To
@appako. Amo@UyETe va S1a0KOPTIOETE Kal Va aVATVEETE Tr OKOVN.

« Xpnopomoleiote yavtia piac xpriong yia va kabapioete T okovn.

« TomoBetote éva vwnd mavi § metoéta MAvw 0TV mEPLOX MOU KAAOTITEL N OKGVN, TIPOKEIPEVOU va
ehaytotomoioete TV €i60d0 TG atov aépa. MpooBéate emméov vepd mpokewpévou N okovn va dtahuei.
Méetd Tov xe1piopo kaBapioTe oYOAAOTIKA TNV TTEPLOKT A€ VEPO KAl GATOUVL KAl HETA OTEYVROTE TNV.

« TomoBetrote OAa Ta poluopéva LAIKA, oupmepthapBavopévou Tou vwmou maviol 1 TG METOETAC Kal TwV
yavtiwv o€ o@payi{opevn maotikii cakovAa moAvatBuleviou kat amoppiYte T OOPPWVA E TIC TOTIKEC
QMAITHOELC.

« M\OveTe Ta yépta oag 0XOAAOTIKA e 0ATIOUVL KAL VEPO APOU AQAIPECETE TA YAvTIA.

« MNapakahoOpe ava@épeTe apéow¢ 10 GUPPAV aToV GuVTAYOYPAPO LATPO Kal/r TOV GapPHAKOTIOLO.

5.4 Edv to Neprexopevo tov Kayakiov épBet o€ Emapn pe o Aéppa

« Edv ayyiéete ™ okévn tou pappdkou, mapakahoUpe MAUVETE GYONAOTIKG TNV MEPLOXT MOV EKTEBNKE 0TO
QAPUAKO LE TPEYKOUEVO VEPD Kal oamolvL.
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5.5 KatdAAnAn Texvikn A@aipgong favuiav

o 7] 3

« Midote v e€wtepikn akpn Kovd atov kapmo (1).
« BydAte amd To xép1, yupilovtag To yavti avdmoda (2).
« Kpatrote 1o pe To dMo xépt mou popdte yavtt (3).

- TomoBetrote Ta dAkTUAA TOU YupVOD XEPLOU KATW amd Tov Kapmo Tou XEpLoU 0TO 0oio Popdte To ydvTl,
TIPOGEXOVTAC Va PNV ayyi¢ete To e§wTepIKO TO yavTiol (4).

« ApaipéoTe T0 yavTL amd T0 E0WTEPIKO PEPOC, dNHIOLPYWVTAC £TOL Pia 6akoUAa Kat yla Ta duo yavtia.

- TomoBetqote o€ o@payi{Opevn mAaoTikf cakoUAa moAuaiBuleviou Kat amoppiyte Ta COPPWVA HE TIC
LoYU0UOES dlaTdgelc.

« MM\OveTe Ta x€pLa 0ag 0XOAAOTIKG e 0ATIOUVL KAl VEPO.

5.6 Awped Aiparoc yia Aipodocia

ONot o1 aoBevei¢ dev mpémel va dwoouv aipa yia apodooia katd T Oidpkela e Bepaneiaq Bepameiag
(oupmepapPavopévay Twv dlakomwy ¢ 660n) Kai yia TouAdyioTov 7 nuépeg petd t dlakomn g Bepaneiag
pe Nevahibopidn.
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5.7 Anartijosig o Mepintwon Ymoyiag Konong

« hiakoyte dueoa ) Bepameia, eGv mpokeiat yia yuvaika acBevn

« Mapamépyte ™ yuvaika aoBevn o¢ 1aTp6 pe e1dikevon N epmelpia otic dlapaptieg didmaong yia aéloAdynon
kat kaBodnynon.

« Evnuepwote apéowc tov EBvikd Opyaviopd Oappdkwv yia ONeg TI¢ MePUTTWOELC uoiag KUNong o€ yuvaikeg
aoBeveic i o€ ouvTpdPou¢ avdpwv acBevwv pe v umofoln Kitpvng Kaptag pe toug €ri¢ tpomoug:
-Hhextpovikr umoBoAn ¢ Kitpivng Kdptag péow tng 1otooehidag tov EQD http://www.eof.gr/web/quest/

yellowgeneral i} ameuBeiag oto http://www.kitrinikarta.gr.
-Evtumn popen, amootol péow tayudpopciov, atehw, oto Tprpa AvemBopntwv Evepyeiov tou EOO
(Meooyeiwv 284, 15562) tnAépwvo emkowwviag: 213-2040337
-20pwon, péow Tou Eumvou KivnTou oag, Tou mapakatw Kwdkov QR, yia va petapeite otny 10tooehida
http://www. eof.gr, yia T oupmA\ipwon ¢ «KITPINHZ KAPTAZ».

T

O

« Evnuepworte dypeoa  Bristol-Myers Squibb og kaBe mepimtwon umoyiag konong, o€ yuvaikec aobeveic 1y 0TI
oUVTPOPOUC avdpwv aoBevmv

« Evnuepwote péow email oto medinfo.greece@bms.com 1} otov apiBpd tAEQVOU TPARATOG LATPIKAC
evnuépwong 210 6074353

H OEPANEIA, TIA TYNAIKA ME AYNATOTHTA TEKNOMOIHZHX, AEN MMOPEI NA =EKINHZEI EQX
OTOY H AXOENHX EQAPMOZEI TOYAAXIZTON MIA AMOTEAEZMATIKH MEOOAO ANTIZYAAHWHE A
TOYAAXIZTON 4 EBAOMAAEX 'H AEXMEYTEI T1A AMOAYTH KAI LYNEXH ZEZOYAAIKH AMOXH KAI TO
TELT KYHZHX EINAI APNHTIKO!
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6. ANAOOPA ANEMIOYMHTQN ENEPTEIQN

WV NMpookAnon ywa avapopd  sikalopevov/mOavoloyolpsvwy  avemBopnTOV
EVEPYELWV TOV PAPHAKOV

MapakaleioBe va avagépete omoleadnmote avemBuunTeC evépyelec mou mapouatalovtal atoug acBeveic oag

ot orroiot Aappdvouv to REVLIMID (Aevahvopidn). Eivat onpavtiké va kataypagei 1000 n epmopikr ovopacia
000 Kat 0 ap1Bpd¢ maptidag tov mpoidvrog mov Aappavel o aoBevic. Katd v avagopd, mapakaleiobe va
napéxete 600 1o duvatov meploodtepeC mMnpoopiec, supmepAapBavopévav Twv mMAnPoYopIwY OXETIKA [e

T0 10TPIKO 10TOPIKO, omrotadrimote ouyxopriynon GAhou @appdkou, kaBwg kat T nEPOHNVies eppdviong kal
Bepaneiac. YmevBupiletar 6T o1 avemBOpnTeS evépyeteg mou cuvdéovtar pe ™ xpron tov REVLIMID pmopodv va
avapépovTal SUPPWva pe To €BVIKO ouoTnRa auBopunTwy avagopwv atov EBvikd Opyaviopd Gappdkwy, TpRpa
AvemBupntwv Evepyeiay, e T umoBoAn ¢ Kitpivng Kdptag pe toug €€A¢ tpomoug:

« Hhektpovikn umoBoAn tng Kitpvng Kdptag péow tng 1otooehidag tov EOO
http://www.eof.gr/web/quest/yellowgeneral i ameuBeiag oto http://www.kitrinikarta.gr

« Evtumn popen, amootohr péow taxudpoyieiov, atehwg, oto Tprpa AvemBopntwy Evepyeiwv tou EOO
(Meooyeiwv 284, 15562) tnAépwvo emkowwviag: 213-2040337

« Zdpwon, péow Tou §umvou Kivntol oag, Tov mapakdtw kwdikol QR, yia va petaBeite atnv 10Tooehida
http://www.eof.gr, yia T cupmAipwon ¢ «KITPINHZ KAPTAL».

o0
i

EvaMaktikd, ot avemBOpnTeC evépyeteg umopolv va avapépovtat otny etaipeia Bristol-Myers Squibb atov apiBpd miepwvou
THRPATOC LaTPIKAC Evpépwang +30 210 6074353 1} péow email ato medinfo.greece@bms.com

Méow tng avagopdc avemBUpNTWV evepyelav pmopeite va fondrioete otn cuMoyN MEPLOGOTEPWY TANPOPOPLAV OXETIKA i
NV acQAeLd TOU TapOVTOC PappaKou.

7. LTOIXEIA EMIKOINQNIAL

Mo mAnpo@opieg kat pwTAOELC OXETIKA e TN Stayeipion kivdivou Twv mpoidvtwy Tng Bristol-Myers Squibb kat to Mpdypappa
MpoAnwng Konong, mapakahouje Omwg EMKOWWVIOETE pE

Bristol-Myers Squibb

TuApa Gappakoemaypumvnong

Attikric 49-53 & Mpomovtidog 2, 15235 BpiAnaota

TnA. 430210 6074300, Email: safety_greece@bms.com

Auto 1o QUAGdI0 Yia Toug emayyehpatieg uysiag mnpoi Tig mpoiimoBéoeig g adetac kukhopopiag kat éxet eykpiBei amd Tov EQO.

Hpepopnvia éykpiong EOO: 19-MAPTIOY-2026

LEN
EU-IMID-June2025, EU-RMP Version 42.2, 2003-GR-2500003
EpmoTevTiko Kat 1810KTnTo éyypago



NMeptypagn tov Mpoypapparo¢ MpoAnync Konong kau
AlyopiBpo¢ Katnyopromoinong twv AcBsvav

A1oAoynon véou aabevoug

Avbpag

Xwpi¢ Suvatotnta tekvomoinong

luvaika

Meé duvatétnta tekvomoinong

‘Evapén Aevahidopidng. Amarteital
N XPrion mPOQUAAKTIKOD Katd

T oe€ovalikr emagn (akopa

KalL TNV TEPIMTWON EKTONNAS
OTEPPATIKOD TIOPOL) KATA T
dldpketa g Bepameiag pe
Aevahidopidn, kata ) didpkela
Twv MEPLOdWV dlakomi¢ g 60ong
Kl yia TouAaxLoTov 7 npépeq petd
T lakom ¢ Oepaneiag edv

1 6UVTPOPOG TOU Eivat yKuog 1
éx€L SuvaToTNTA TEKVOMOINGNG Kat
dev epappolel amoteheopatikn
avtisONPn

TouhdytoTov éva kpitrplo mpémel
va mnpeitat:

+ Hhikia = 50 eTwv Kat
@UOLoAoYIKA apnvoppoikr yia
> 1 é1o¢ (apnvoppola petd
amé avtikapkvikn Bepaneia f
Kata tn ddpketa 1o nhaopol
dev amokheiet T duvatétnta
Tekvomoinone)

« Npoéwpn WoBNKIKA avemdpkela,
emPePatwpévn amo e161ko
YUVaIKoAGyo

« [ponyolpevn apgotepdmieupn

oaAmyyowoBnkextopr
UOTEPEKTONN

« XY yovdtumoc, aovopopo Turner,
ayeveaia Tng prTpag

Edv Oev epappdlete 10N amoteAeopaTikn
HéBodo avtisbMNYnE, Eekviote va
epappolete amoteheopatikn aviioUAMnyn yia
TouhdytoTov 4 eBOopddec mpiv TV évapén T
Bepaneiag ekToC Kat €v epappdlete amoutn
Kat ouvexn oeovahikn amoyi

« Eite epgitevpa, evdopntpikod sbotnpa
aneleuBépwong Aefovopyeotpédng,
of1kn pedpofumpoyeatepdvn Ppadeiag
anodéapeuong, oahmyyikr oTeipwon, nagn
povo pe avopa mou éxet umofAnOei o€ extopn
OTIEPHATIKOU TTOPOU, XATIa aVaoTOANS
¢ woppnéiag mou mepiéxouy pévo
mipoyeatepovn (mmy deooyeatpéAn)

« H avtio0Mnyn ouveyietat kata t didpketa
¢ Bepaneiag, oupmephapBavopévwy
Twv mePL6dwv dtakommc e doong Kat ya
Touhdytotov 4 BOopddes petd T Srakomn
¢ Bepaneiag

‘Evapén Bepanciac Aevahidopiong.

Aev anartodvtat avticOMnYn Kat
dokipaoia Kunoewc.

Aokipaoia Kuoewe umd aTpIKn emifAeyn petd
am6 Touhdyiotov 4 efdopddeg katdAning
avTioOANPNG (aKOpN Kat 6Ty mepinTwon
oe€ovahikric amoyrc). H dokipagia mpémel
va mpaypatomoleitat Katd T SidpKeLa TG

EvnpéPwonG 1} 6To SLA0TNHA TWV 3 NEEPWY TIPIY

TV emiokeYn 0To ouvTayoypagovta.

ApvnTikn Otk

Evapén Bepameiac Aevahidopidng. Aokipacia Kurjoewe UMO LATPIKA
enifAeyn Touldyiatov avd daotrhpata 4 efdopadwv (akdyn kai oty
Tepimtwon oe§ouahiki¢ amoyrc) karyla Touhayiotov 4 eBSopddec petd
v ohokArfpwon ¢ Bepaneiag. Autég ot Sokipaciec kunong mpémetva
TIPAyHATOMOLOUVTAL KATA TNV NUEPA TNG EMOKEYNG OUVTAyOypaPnaNgS
1} €VTOC 3 NpEPWY TPV Mo TV EMiOKEPN 0TO OuvTayOypdpovTa.

MHN =EKINHZETE
TH OEPATEIA ME
AENAAIAOMIAH.
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Epmoteutiko Kat 1816KTnTo éyypago

dh Bristol Myers Squibb

Bristol-Myers Squibb A.E.
ATTIKNiG 49-53 & MpomovTidog 2,

TK. 152 35 BpiAfjoota, ATTIKR

T.0.63883 - Bpihrjoota, T.K. 152 03, ATtikr
TnA. 210 6074300 & 210 6074400

®ag 210 6074333

Ap1Buog ILE.MH 7453601000




