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OAHIOZ NA ZYNTAFOIPAQOONTEZ IATPOYZ

W To dpdppoko autd telel uTd cUPTANPWHATLIKY TTapakoAovBnaon. Auto Ba emitpéPel TOV TPOGSLOPLOHO
vEwv TAnpodoplwv oaoddlelag. Znteital amd TOUG EmayyeApatieg uyelag va  avadépouv
onolecdimote TBavoloyoUueveg avemBuunteg evépyeleg. BA. télog O8nyolu yla TOV TPOTO
avadopdg avemBUUNTWY EVEPYELWV
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048nYyog yia ZuvtayoypdovTeG laTpoug

To CERDELGA gv&eikvutal yla Th pokpoxpovia Bepareia evnAikwv acBevwv pa thv vooo Gaucher
Tumovu 1 [GD1], oL omoiot mapouctdlouv IEPLOPLOPEVN HETAPBOALKN LkavoTnTa [poor metabolisers (PMs)],
evlLdpeon petaBoAkn wavotnta [intermediate metabolisers (IMs)] 1 ektevr) petaBoAikr tkavotnTa
(EMs) tou CYP2D6.To CERDELGA evéeikvutal emtiong yla matdtatpkous acBevei pe GD1 nAwkiag 6 eTwv
Kol Avw HEe ENAXLOTO cwpatiko Bapog 15 kg, oL omtoiot eivat otaBepoi untd Beparmeia evIUUIKAG
unokataotaocng (ERT) kat ot omoiol eivat PM, IM rj EM tou CYP2D6.

O mapwv 08nydg avarttUxOnke oto TAQCLO Tou eKTALSEUTIKOU Ttpoypdupatog tou CERDELGA kat
TpoopIZETaL yLa yIaTpoUg Ttou Eekvouv kat emPBAénouvn Oepaneia pue CERDELGA. Antookormeiotnv
€AaXLOTOTIOINGN CUYKEKPLUEVWVY QVNOUXLWY YLo TNV aodAAeLa Kat ot BeATiwan mg Xxpriong tou
CERDELGA emnpedfovrog OeTikA TIG KATAAANAEG EVEPYELEG.

NepLéxet ta akoAovBa:

1. Katdhoyog eAEyxou Twv eVEPYEWWV TTOU TTPETTEL VA yivovtal TTPWV Ko UETA aTTO Ty €vapén thg BepatTeiog
2. TMAnpodopieg OXETKA e TN yovotuTTkr) a§ohdynon tou CYP2D6

3. MAnpodopieg oxeTKd pe v avadopd Twv TTOaVWV QVETTIOUUNTWY EVEPYEWWV

EmutAéov, €xel SnuoupynBei pia Kapta Ac9evoug ty omoia Ba mpénel va Sivete otoug aobeveic/
dpovtiotég mou apyilouv Bepaneia pe to CERDELGA. EQv xpelaotel, oLkapteg StatiBevtat katomnv
attipatog ano to Tuipa Gappakoenaypunvnong g Sanofi (tnA. entkotvwviag: +30 210 90 01 600).

H kdpta auth anotelei éva epyadeio Stacivdeong yia TnvitAnpodopnon OAwV Twv EMayyeALATLOV
vyeiag mountapakohouBolv acBeveic mouAapBdavouv to CERDELGA OXETIKA METLG GOAPUOKEUTIKES
oMnAeruSpdoelg ou BampénelvalapBavovtat urtddn mpLv anod tnouvtayoypddnaon f tnxopnynon
MPOCOETWV GAPUAKEUTIKWY TIPOLOVTIWY, CUUTEPIAAUBAVOUEVWVY TWV GUTIKWV TtpoidvTwy. Itov acbevn (i
0ToUG GPOVTLOTEG, KaTd Tepintwon) Bampénetva didetal n odnyia vaéxelmavta pall Tou Kot va
emSelkVUEL QUTHA TNVKAPTO 0 KABE emayyeApatio uyeiag mov evdéxetal vaouvtayoypadnoeL i va
XopnynoeL mpocBeta GpappakeuTKA ipolovTa. EmmAéoy, n kapta mepléxel mAnpodopieg wote va
untevBupilet otov aoBevri/bpovtioth Tov kKivBuvo Tou evEXEL N évapén TG GapUOKEUTIKAG AywYnG
Xwpic tatptkn emiBAedn kot n KATAVAAWGN TTPOLOVTWY TIOU TIEPLEXOUV YKpPEUTdpoUT. MapAdelypa auTtig
™GKApTag emtouvantetal oto Napaptnpa 1.

la eploootepeg mAnpodopieg oxetikd e to CERDELGA, avatpégte atnv Mepindin twv Xapaktnplotikwy tou Mpoidvrog. H
MXM tou CERDELGA eivat StaBéotun kat otnyv otooehida tou Eupwnaikot Opyaviopol Gappdkwv: https://
www.ema.europa.eu/el/documents/product-information/cerdelga-epar-product-information_el.pdf.

Mo EpWTAOELG LATPLKOU TIEPLEXOUEVOU, ETLKOLVWVHOTE Ue TN Sanofi oto: +30 210 90 01 600.
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‘ExSoon 3.0

KatdAoyog eAéyXou yid ouvtayoypdagovteg latpoug

1. MNpw aTtéd TV €vapén tng BepatTeiag, Ba TTPETTEL va TTaAnBeuTel €dv 0 acBevrg sivat
KortdAAnAog yia Bepatreio pe to CERDELGA:

MNa va emBeBaiwdei n katoAAnAotnTa Tou aoBevolg va Eekwvhoet Bepaneia pe CERDELGA nipénet va
entevxBouv tpia BApata:

0 aoBevig npéneLva eivat evijAikag pe vooo Gaucher tumnou 1 (GD1) f maudLatpikog aoBevig (nAwkioag and 6 éwg <18 etwv) pe GD1, pe
€AGXLOTO OWHATIKO Bdpog 15 kg, otabepdg und Bepaneia eviupikig unokatdotaong (ERT) kat va propei va katartel éva oAdkAnpo kadkio

O aoBevr| TPEMEL VA IAPOUCLATEL TIEPLOPLOEV HETABOALKT kavotnTa (PM), evbidpeon petaBolkn tkavotnta (IM) r) ektevr) petaBoAwkr
wavotnta (EM) tou CYP2D6 Katomty YovoTuTikrg avaAuong

Avdhoya pe tov pawotuno CYP2D6 tou acBevoug mou Ba mpoodlopilotel oto BApa 2, Ba mpénel va AndBolv undpn ot akdAoubeg
KATQOTAOELG, HE BAon TNV TauToxpovn Xprion GAAWY GapHAKEUTIKWY aywywy, KaBWE Kot TNV KATAoTAON TNG NIATIKAG Kat TG VEGPLKAG
Aewtoupyliag. MNa neplocotepeg mAnpodopieg, avatpette otnv MepinPn twv XapaknpLoTkwv tou Mpoidvtog:
daivétumog CYP2D6 Ektevig peTaBoAkn Eviapeon Neptopiopévn
kavotnta (EM) petaBoAkn ueta'BoAu(n
Kavétnta (IM) kavétnta (PM)

Tumkn SocoAoyia yia eVAAIKEG 84mg 600 opég TV nuépa 84mg 300 opég TNV nuépa |84 mg pia dpopd v nuépa(QD)

Tumkr docoAoyia 250 kg ‘84 mg 600 popég TNV NpEP ‘Mmgéﬁo POpEG TNV NHEP ‘Mmguia popd TV nuépa
yia Taldia nAiag 6
ETWV £0G < 18 eT@V 25 éwg < 50 kg

pe owpatikd Bapog:

42mg pia popd Ty nuépa

‘84 mg 300 @opég TNV npépa ‘84 mg 600 PopEG TNV NEPa

15 éwg < 25 kg }Ang(SUo POpEG TNV NEEPA 42 mg 600 @opég Ty nuépa | 21 mg pia popd tnv nuépa

T

H oxpovn xprnon Aéwv tou CYP2D6 Kcrl/ri Tou CYP3A augavel Tig GUYKEVTIPWOEIG TNG EAlYAOUCTATNG GTO TAdOHA:
T

loxupoi i pétpiot avactoAeig tou CYP2D6 BA. TTapakdTw yia toug

OX P HE pouG ) HETPIOUG A€ Avt i Avt i LoxupoUG A HETPLOUG
Tou CYP3A ig Tou CYP3A /CYP2D6
loxupoi avactoAeig tou CYP2D6 Aéon pia gopa TV npépa Aéon pia gopd TV nHépa Adon pia gopd v nuépa

Métpiot avactoheic tou CYP2D6 Ao 50 gopés T uépa i MPOSOXT) [Adon S50 gopés TV nuépa ke TPOGOXT| Adon i gopd TV NEpa

loxupoi avactoAeig Tou CYP3A 8600 850 gopés TV uépa HE TIPOSOXI Agan o gopis Ty niépa e TpOGOX) Avtevdeikvuvtar*
Métpiot avacToheig tou CYP3A Bbon b0 gopés v nuEpa BE TPOTOXA Adon S0 gopés Ty npépa HE TPOCOX: Aev ouvictivrat
AcBeveic avactoAeig tou CYP3A Ao 890 gopés TV nHépa Ao 890 gopés TV népa Abon pia gopd Ty npépa UE TPOCOX

Ta TPoIGVTA TOU YKPEITIPPOUT EPTITITOUV GTNV KATNYOPId TWV IGXUPWY avacToAéwv tou CYP3A kat pmopouv va au§Roouy TIG GUYKEVTPWOEIS
G eAtyAouctdtng oTo mAdopa. Oa Tpémel va @evyETal N GAwon YKpE 1 XUpoU y .

H tautéxpovn xprion 16Xup@Y emaywy£wv Tou CYP3A HEIWVEL GNPAVTIKA TIG CUYKEVIPWOELS TNG EAYAOUCTATNG 6TO MAGOHA, TO OTOi0 PIOpEL

Va PEWWOEL TN BEPATEUTIKN anmoTeAEcHATIKOTNTA:

loxupoi enaywyeig tou CYP3A Aev cuvicTwvTal Aev 0 Aev
Tautéxpovn Xpricn TAPayoVIwY Twv omoiwv n £ékBeon pmopei va augnbei andé tnv eAtyAloustdtn:
Ymoctpwyara tng P-gp Mrmopei va anartodvrar xapnhotepes §00€iG 0vOLOV TToL ivat Voo Tp@UaTa TG P-gp
Yrootpépata tou CYP2D6 EvéxetaL vaxpeld stepeg 860EL LK@V TTPOIGVTWY TTou eivat UTT
Tou CYP2D6
AocBeveig pe nmatikn SucAsitoupyia (EM) (IM) (PM)
‘Hma nmatiki SucAeitoupyia Abom 800 opég TV nuépa Agev cuvict@vTal Aev cuvicTdvTal
"Hma nmatiki ducAeitoupyia KAl xprion acBevwv avactoAéwy| . , . . .
Tou CYP2D6 'H omotoudiimote avactoAéa tou CYP3A Adon pia gopd T M épa Aev ouviotavral Aev ouviotavral
H ) GUCA: ia KAl xpry n . .
19XUpO0  LETpioy aVaOTOAa Tou CYP2D Aveevseicovral Bev awviarévral Bev svvariovean
Métpia nmatikn ducAeitoupyia Aev cuvict@vral Agv cuvicT@vTal Aev cuvicT@vTal
Métpia nmatikn ducAeitoupyia KAl xprion 16xupou rj PETpIou . . .
avactoAéa tou CYP2D6 Avrevéeikvuvtal Aev ouvictwvtat Aev ouvictwvtal
ZoBapr nmatiki GucAertoupyia Avrevaeikvuvat Agv ouvicTOvVTal Agv cuvicT@vTal
(EM) (M) (PM)
"Hmu, pETpia ) coBapr veppomddeia Aev cuvicTwvTat Aev ouvicTavTal

Adon 6o gopéc my npépa

Newponaezlu TeAIkoU otadiou (ESRD) Aev ouvieT@OvTal Agv cuvicT@vTal Agv cuvicTwvTal

2. ExTraidsuon acBevoug

[ Exeweewnpepwoettov acBewry/ dpovtioth ya 15 pappoxkeutkes aMnAeruspdoels mou Ba propoloay vat
TOPOUCIoTOUV e To CERDELGA Kall yia T ONUAGI TG EVNIEPWONG GAWV TWV ETOYYENIATUWIV UYEIRG OXETKA HE
TG TPEXOUOEC HAPHOKEUTKEG QYWYEG KoL T Bgpareiat tou acBevoug

0 ‘Exete 8woel odnyieg oTov aoBEeV)/DPOVTLOTH OXETIKA HE TOV KIVOUVO TIOU EVEXELN 1 £vapén
TNCHAPUAKEVUTIKAG aYWYNG XWPLG Latpikn eMiBAedN Kol N KOTOVGAWGT TIPOIOVTWV TIOU TEE PEXOUV
VKpE Tt poUT.

O ‘Exete Swoel otov aobevr/dpovtioth thv Kapta Acdevoug kabwg kat odnyieg yia t xprion tg (8nA.,
Tou €xete €nNynoeL tn onpacio tng emideléng tng K&ptag o GAOUG TOUG EMAYYEAUATIEG LYELAC).

3. latpikég TTabRoELC

[] PwTAOTE OXETIKA UE OTIOLEGSHTOTE PETABOAEG OTO LATPLKO LOTOPLKO 1 YLl VEEG GAPUOAKEUTIKEG
aywy£g and tnvtehevtaia enioken (CUUMEPINAUBAVOUEVWY TWV [N CUVTOYOYPAPOULEVWY
GapUAKWY KOL TWV GUTLKWY TTIPOTOVTWY), KABWGE KL YL Xprion TPOLOVTWY TIOU TIEPLEXOUV
YKpEUThpoUT

[] EAéy€te yio mBavég avemBUuunTeg eVEPYELEG

»

ExTTaideuon acBevoucg

EAéyéte edv xpnoomnoleital owotd n Kapta Acdevoug

[0 YmevBupiote otov acBevr) Tov Kivouvo Tou eVEXeL N évapén GapUaKEUTIKNG aywYnG Xwpig

Latpkn eniBAedn Kat n KATavAAwaon mPOIOVTWY TOU TIEPLEXOUV YKPELTIDPOUT

*KaBwg n xprion EAlYAOUOTATNG UTO QUTEG TLG CUVBIKES EXEL WG ATIOTEAECHA ONUOVTKA
QUENUEVEG CUYKEVTPWOELG TNG EALYAOUOTATNG 0TO MAGOUA. AUTO UIopEL va TpoKaAETEL
nrueg avénoelg ota Staotipata PR, QRS kat QTc.
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i MpoBAemopevn HeTaBOAIKN 3pAcTnpIOTNTA TOU KUTOXpwHatog P450 2D6

To CERDELGA mpoopiletal yla xprion povo oe acBeveig pe mpoBAenopevo dpavotumo
TEPLOPLOUEVNG, EVELANEDNG 1 EKTEVOUG LETABOALKAC LkavoTnTag Tou CYP2D6 pe Bdon tov
yovotuTikd mpoodloptlopd. O mpoadloplopdg tou datvotumou tou CYP2D6 tou acBevoug mpuy amnd
v évapén tou CERDELGA eival amapaitntog.

MPETEL VO TIPOLY LATOTTOLELTAL YOVOTUTILKF QVAAUGH YL TOV TIPOTSLOPLOUO TOU dalvoTUou Tou
CYP2D6 Tou acBevoug e T Xprion Hiog Kablepwpévng YEVETIKAG EpyaoTNPLAKNAG SOKLLAGLAG TTOU
£XELTN SLVATOTNTA VO AVIXVEUOEL pia OUYKEKPLUEVN opdda aAAnAopopdwy tou CYP2D6 pe emapkh
akpiBela, evalobnoia kat e€eldikevon wote va SLacdaALOTEL CUVETHG TAUTOTOINGN TNG LETAPBOALKAG
Kavotntag touv CYP2D6. 3to epnoplo undpxouv Stddopes KATAAANAES SOKLLAOLEC.

Mo meEpooGTEpES TANPOdOPIEG OXETGL HE TaL SIOTICTEUHEVDL EPYROT IO, ITTOPELTE VL ETIKOMWMICETE He T Sanofi oto
(tnA. emkotvwviag: +30 210 90 01 600).

MNapapthpata tou Odnyou

7 Napdptnua 1: Kdpta AcBevoug

n ‘Exdoon 3.0

NpookAnon ywa avadopd rbavoAoyoUUEVWV AVETILOUUNTWY EVEPYELWV TOU
doappdakou

H avadopd mibavohoyolpevwy avermtBUpUNTwV eVEPYELWY CUMBAVTWY HETA armd T xoprynon
adeLag kukhodopiag Tou GaPHAKEUTIKOU TIPOIOVTOG EIVOL GNUAVTLKY. ETLTPEmEL

™ ouvexn mapakolovBnaon tng oxéong opEAouc/KvSUVoU Tou GapPUAKEUTIKOU TTPOLIOVTOC,.
MNapakadeiobe va avadEpete onoleadnmote avemBUUNTEG EVEPYELEG TAPOUGLATOVTAL OTOUG
aoBeveig oag ot onoiot Aappdvouv CERDELGA. Katd tnv avadopd, mapakaleiobe va
TIOPEXETE 000 TO SuvaTOV TIEPLoadTEPEG MANpodopies, CUUMEPINAUBAVOUEVWY TWV
TIANPODOPLWV OXETIKA LE TO LATPLKO LOTOPLKS, omotadhmote ouyxoprynon dAhou bappdkou,
KaBWe KatL T Nepopnvieg APing twv dappdkwy Kot epdaviong Twv averbupntwy
evepyeLwv. YrievBupiletal 0Tl oL avemBUUNTEG EVEPYELEG TTOU CUVSEOVTAL E TN XPAON TOU
Cerdelga prmopouv va avadépovtal cUpdwva pe to €BViKd cvotnua aubopuntwy avadopwv
otov EBvikd Opyaviopd Qappdkwy, Tuipa AveruBuuntwv Evepyelwy, Le tnv UtoBoAn tng
Kitpvng Kaptag pe toug e€f¢ tpomoug:

o HAektpoviki urtoBoAr tng Kitpvng Kaptag péow tng totooelidag tou EOD:
http://www.eof.gr/web/guest/yellowgeneral i anevBeiag oto
https://www.kitrinikarta.gr/.

¢ ‘Evtumnn popodr anootolr péow taxudpopeiou, ateAwg, oto TUApa AveruBopuntwy
Evepyelwv tou EOD (Meooyeiwv 284, 15562, Xohapydg) tTnAédwvo emkovwviag:
213-2040337.

¢ Mropeite eniong va cOPWOETE HECW TOU «EEUTIVOU» KLVNTOU OQLG TOV TIAPOKATW
KwdLKo QR, yLa va petafeite otnv otooeAida http://www.eof.gr, yla tn cupumAnpwon
™mg

«KITPINHZ KAPTAZ».

EvaAAakTikd mapakadeiote va avadépete omoladAmote UTOTTN AVETLBUUNTN EVEPYELA

otnv etatpeia Sanofi otnv aneuBeiag tNAedwvikr ypaupr/ 24-wpn YpoUuUA:
210-9001600.

‘EkSoon 3.0
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