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SKIaypaQIkoi nAaplyovreg nou nEPIEXOUV YadoAivio: enikAIpONoOINPEVEG
OUOTAOCEIG PETA ANO AVAOKONNON OXETIKG PE TNV evanoBsaon yadoAiviou oTov

eYKEPaAo kal o€ GAAoug 10TOUG

Mpog AkTivohdyoug IaTtpouc, AleuBuvTeg / EmKepaAing AKTIvoloyikol TunpaTog, Eniotnpovikd

YreUBuvouc S1ayvwaTIK®V KEVTPpWY Kal ®appaxkonolols HE THY NApAKANON va eVNUEP®OOUY avTioTolxa

TO 1ATPIKO/VOONAEUTIKO/TEXVIKO NPOCWNIKG TOU TUNHaATog/und Tnv euBlvn kai enonTeia Toug.

[1po¢ TIG EMIOTNHOVIKEG eTAIpEieg / CUAAOYOUG JE TNV NApAKANCn va eVNUEPOOOUV TA PEAN TOUG.

Af10TIuEe EnayyeApartia Yyeiag,

Se oupgwvia pe Tov Eupwnaikd Opyaviopdo ®appdakwv (EMA) kar Tov EBviké Opyaviopd ®apudkov

(EOQ®), ot sTaipeiec nou avapépovTal NapakaTw 8a fBelav va gag evnuepmoouy yia Ta akdhouba:

MepiAnwn

Avaokonnon nou diegnxOn and Tov Eupwnaiké Opyaviopo dappdkwy eniBeBaiwoe oOTI
HIKPEC noaoTNTeG YadoAlviou evanoTiBevral oTov €YKEPAAIKO 10TO WETA T XpHon
oKIaypaQIkwVv napayoviwyv yadoAlviou.

MeyaAUTtepny evandBeon yadoAlviou oTov eyke@alo €xel napatnpnbei pe Toug
YPappikoUg napdyovTeg yadoAlviou napa e ToUG HAKPOKUKAIKOUG NApAaYOVTEG.

Mexpl onuepa, dev £xel anodeixTel OTI n evandBeon yadoAiviou oTov eyképaAlo and
onolovdfnoTe napayovra £xel npokahéoel BAGPN os aobeveic.

Aedopgvou OTI of pakporpoBeapol Kivduvol evanoBeong yadoAiviou oTov eYKEPAAIKO
10TO eivar dyvwoTtol, o Eupwnaikdg Opyaviopog Pappdkwyv £€Xel CUCOTNOEI TRV
avaoToAn ToV evOOPAEBIWV YPUHHIK®OV NApayovTwv oTnv Eupwndikh ‘Evwon
(EE), e €Eaipeon 1o yado&eTiko of0 (gadoxetic acid) kar To yadopneviko o&u
(gadobenic acid), Ta onoia 6a napapeivouv d1aBEoipia HOVO Yia GNEIKOVIOTIKEG
€EeTAOEIG TOU NNATOG.

O ypappikog napayovrag yadonevretikd oEU (gadopentetic acid) 8a e§akoAoubrioel va
eival diaBeaipog povo yia evdoapdpikn xpnon.

O1 evdopAEBiol kal evdoapbpikoi HAKPOKUKAIKOI mapayovreg 6a napapeivouv
eniong diaBEoiyol.

O1 enayyeAyatieg uyelag npénel va xpnolgonololv okiaypa®ikolg napayovTeg
yadoAlviou poOvo OTav ONpavTIKEG JIayVWOTIKEG nAnpogopieg dev  Pnopouv va
An@Bolv pe eEeTAOEIG XWPIG OKIaypaPIiKo.

O1 enayyeAyarieg uyeiag npénel navra va xpnoigonololv Tn XapnAdtepn 66cn nou
napéxel ENapkn evioxuaon Tng okiaypaenong yia Tn didayvwon.
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EMLOKOTINOT TWV CUCTACEWV Lo oKloypodLlkd péca yadoAhwiou riov €xouv eykplBei otnv EE

Mpoidv Tonog (LopdH) Adscia Kukhodopiog*
Artirem/Dotarem/Dotarem Arthro HaKPOKUKALKO (evSoapBpikd) Sratnpeitat
{(gadoteric acid)
Dotarem {(gadoteric acid)t UaKPOKUKALKO (evEodAEPLO) Slatnpettal
Gadovist (gadobutrol) HaKPOKUKALKO (evBodAEBLo) Satnpeital
Magnevist (gadopentetic acid) VPa Ko (evboapBpkd) Satnpeital
Magnevist (gadopentetic acid)+ ypappikod (evbodpAéBio) avVOOTEAETAL
Multihance (gadobenic acid) VPAUULKO (evBodAEBLO) MOVO YO OTTELKOVLON
ATaTog
Omniscan (gadodiamide) YPapLLkoO (evbodA£PLo) QvaCTENETAL
Optimark (gadoversetamide) ypapuLko (evbodAéPLo) avaoTEMNETAL
Primovist (gadoxetic acid) ypapuko (evbodAéBio) dlatnpeitad §
Prohance (gadoteridol) HaKPOKUKALKO (evbodAERLo) Swatnpettal

* 01 mAnpodoplieg ouvtayoypadnong éxouv avaBewpnBel yla ta npoidvra twv orolwv ot ddeleg kukhodopiag Statnpolvrat.

t Suv ta avtiotolxa yevoonua rpoiovia (Cyclolux, Dotagita, Dotagraf, Dotamulti, Dotaspin, DotaVision, Gadoteerzuur Guerbet
Gadotersdure Sanochemia).

f Juv ta avtiotoxa yevoonua mpoidvta (Gadocon, Gadolan, Gadopent, Gadopentat, Gadopur, Gadothek, Magnegita,
Magnetolux, Magnevision, Magnograf, MR-Lux).

§ To gadoxetic acid glvol eyKekpIIEVO POVO YLO ARELKOVLON TOU ATATOG,.

Epapuoyn tn¢ Eupwnaikng Anopaong os EBviko Eningdo

H avakAnon Tov adeimv KUkKAo@opiag Twv npoidvTwv nou avakalolUvTar otnv EAAGOa €xel
nuepopnvia 05 IouAiou 2018, e apean epapuoyn.

AvaAuTikoTepa yia Ta Oguara acpaleiag

Mia ekTEVAC avaokonnon ano tov Eupwnaikd Opyaviopd dapudkwv avedelfe NEIOTIKAG OTOIXEIO OXETIKA
HE TRV evanoBean yadoAiviou aTov eyKEPAAO PETA T XpNon evOOPAERIWY OKIQYpa®IK®V Napayovroyv
yvadoAlviou ornv aneikdvion payvnrikoU ouvrtoviopoU (MR). H evandBeon emBeBaindnke and pEAETEG
nou perpolioav TIC CUYKEVTPMOEIG YadoAiviou Pe paopaTopeTpia palag, kabmg kal pEow TG aughnoswg
oTnv &VTaon TOU ONRPatog mnou naparnphidnke oTov eyKEQAAIKO 10TG OTIC ANEIKOVIOEIG PayvnTikou
ouvToviopou (MR).

MeyaAUTepn evandBeon yadoAlviou oTov eyKEQAAO E€XEl NapaTnpnBel Pe TOUG YpauMIKOUG NApayovTeg
yadoAviou napd e ToUg LAKPOKUKAIKOUG NAapayovTes.

Aev éxouv napatnpnBei evdeifeig BAGBNG oe aoBeveig, oUTe avemBUUNTEG VEUPOAQYIKEG emdpdoelg,
ONWE YVWOOTIKEG N} KIVOTIKEG dIaTApaxEc, nou va €xouv anodobei oe onolodnnote napdyovra yadoAviou.
QaT600, o HakponpdBeayol Kivduvol Tng evanoBeans Tou yadoAlviou oTov eYKEPAAO gival AyvwoTol Kal
Ta pakponpdBeopa dedoptva aoPaAelag ival nepIopIopEva.

Aappavovrag unown 6Aa ta dabioipa dedopéva, oupnepihapfavopévayv Tov dedopivmv and Thv
evandBeon Tou yadoAlviou oe GAAoug 10ToUG, Kal TIG AMOYEIS TWV OPAdwV EUMEIPOYVWHOVWY, O
Eupwnaikdg Opyaviopog Gapuakwy xel ekdWOoel GUCTAOEIG yia TV npdAnwn kdbe kivélvou nou 8a
UMOPOUCE EVOEXOUEVWG VA CUCXETIOTE HE TNV Napoucia yadoAiviou oTov eYKEPAAo.

SUveN®C, o1 adeiEg KUKAoQopiag Twv evIoPALBINV Ypauik®v napayoviwy yadodiapidn (gadodiamide)
kal yadoPepocTapidn (gadoversetamide) kar 1 evSo@AERia poppn Tou yadonevieTikoU 0EEog
(gadopentetic acid) avaoréAhovTal.
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O Eupwnaikog Opyaviopdg dappdkwv a&loAoynoe OTI N OxEon Oo@EAOUC-KIVOUVOU yia Toug dUo
evOOPAEBIOUG YpappikoUg napdyovTeg, yado&eTiko oEU (gadoxetic acid) kal yadouneviko ofU (gadobenic
acid), eival BTk HOVO yia Xpron o anesikovioeig Tou nnatog. Kail o1 dUo napdyovTteg npocAauBavovral
and To Anap kal pnopolv va xpnoigonoinBouv yia TV aneikdvion NNATIKOV dAAOIOOEWY [E avVeNapkr)
ayyeiwon, €101KA oTNV Aneikovion KabuoTepNPEVNG (PACNG, ONOU Ol JAKPOKUKAIKOI napayovTeg dev sival
kataAAnAol. Zuvenwg, diatnpeital n adeia KukAogopiag Tou yado&eTikol o&fog (gadoxetic acid) yia
aneikovioelg Tou nANatog, evw n adsia Tou yadounevikoU o&fog (gadobenic acid) neplopiletal oe
aneikovioelg Tou NNATog.

H evdoapBpikr pop®r Tou yadonevTeTikol o&fog (gadopentetic acid) diatnpeital ensidn n ddon Tou
yadoAlviou nou XpnoigonolgiTal yia TIG EVECEIC TwV aApBpwocwv eival XaunAn kar dev eival mbavd ol
aoBeveic va xpelaotolv enavaAnnTIKEG EVEDEIG.

'ONol Ol JaKPOKUKAIKOI mapdayovTeg nou e&etacTnkav - yadoBouTtpoAn (gadobutrol), yadotepikd o&U
(gadoteric acid) kar yadotepiddAn (gadoteridol) - Ba eEakoAouBnoouv va eival eyKeKpIPEVO! yia TIG
TPEXOUOEG EVOEIEEIG TOUG.

Agdopgvou OTI OAol ol okiaypa@ikoi napdyovteg yadoAiviou pnopei va npokaAéoouv evanodBeon
yadoAlviou, ol enayysAparieg uyeiag npenel va xpnoigonoiolv oKiaypd@IikoUc napayovteg yadoAlviou
HOVO OTav oOnpavTikeéG dlayvwoTIKEG NAnpogopieg dev pnopoUv va An@Oolv pe €EETACEIC XWPIG
oKlaypagiko, evw Ba NpEnel va Xpnoigonololv TIG XaunAoTepeg SOOEIC NOU NAapéyXouVv napkn evioxuon
TNG okiaypagnong yia tn oidyvwon. O nAnpo@popieg NpoiovTog yia Toug oKiaypa®ikoUg MapayovTeg
yadoAiviou éxouv avaBewpnBei avaloywc.

Edv €xeTe onolecdnnoTe €pWTNOEIG, N €dv  XpelGleoTe OMOIECONNOTE NEPAITEPW MANPOPOPIEC,
NapakaAeioTe va EMNIKOIVWOVAOETE WHE TNV UMNNPECIAa  IATPIKOV  NANPOQOPI®V  TOU  Tonikou
AvTinpoownou/Katoxou Adsiac KukAopopiag ora napakdarw oroixeia.

e Bayer EAAag ABEE (Katoxog Adcsiac Kukhopopiag Gadovist, Magnevist, Primovist,
Dotagraf) TnA.: 210-6187742, fax: 210-6187522, e-mail: medinfo.gr.cy@bayer.com

o BIANEE A.E. (Katoxog Adsiac KukAogpopiac Magnetolux)
TnA.: 210-8009312, fax: 210-6203173, email: pvvnx@vianex.qgr

o Bracco Imaging S.p.A. (Katoxoc Adsiac KukAogopiac MultiHance) /Leriva Imaging A.E.
(Tomkdg AvTinpoownoc) TnA.: 210-6199886, fax: 210-6178733, e-mail: info@leriva.com

o GE HEALTHCARE A.E. (Katoxog Adsiac KukAo@opiag Omniscan)
TnA.: 210-8930600, fax: 210-9625931, e-mail: george.fontis@ge.com

o GUERBET (Katoxog Adeciag KukAopopiag Dotarem) /SYN INNOVATION (Tonikog Alavopéac)
TnA.: 210-3259365, fax: 210-3259368, email: pv@creativephs.com

o SANOCHEMIA Pharmazeutika AG (Kdtoxog Adciac KukAopopiag Cyclolux) / BIANE= A.E.
(Tomkog Alavopéag) TnA.: 210-8009312, fax: 210-6203173, email: pvvnx@vianex.gr

Enionpaiverar OT1 €ni Tou napovrog evoexeTal va unv kukAopopouUv otnv EAAnvikn ayopd oAa ta
npoiovra.

MpookAnon yia avapopad eikalopevwv /niavoloyoUuevewv avemniBUuunTwv
EVEPYEIDV

MapakaAeioBe va avapeépeTe onolecdnnoTe aveniBUUNTEG EVEPYEIEG NMOU NApouaialovTdl oTouG aoBeveig
oag ol onoiol AapBdavouv kanolov okiaypa®ikd napayovra yadoAiviou. Katd Tnv avagpopd, napakaleiods
va napéyere 6000 To dUVATOV MEPICTOTEPEG NMANPOPOPIEG, CUHNEPIAAUBAVOHEVOV TWV MANPOPOPIRY
OXETIKA HE TO IATPIKO IGTOPIKO, 0MoladnnoTe ouyxXoprnynon GAAou gappakou, kabwg Kal TIG NUEPOUNVIEG
ANWNG TwV Gappakwv kal peavions TwV avemnBupunTwy EVEPYEIDV.
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YnevOupileTar OTI ol avemBUUNTEG EVEPYEIEG MOU OUVOEovTal HE TN XPNON TWV OKIAYPAPIKOV
napayovrwv yadoAlviou pnopolv va avagepovral cUpwva pe To €BVIKO oUoTnua auboppnTwv
avagopmv orov EBvikd Opyaviopd dappdkwv, Tunua Avembuuntov Evepyei®v, HE TNV UNoBoAn Tng
KiTpivng Kaprag pe Toug €€Rg Tponoug:

HAekTpovikn unoBoAn Tng Kitpivng Kaprag peow Tng iotooeAidag Tou EO®

http://www.eof.gr/web/quest/yellowgeneral

'EVTUNN HOPPRA anooToAr pHeow Taxudpopeiou, ateAwg, oto Tunua AveniBupnTtwv Evepyei®dv Tou
EO® (Meooyeiwv 284, 15562) TnAépwvo enikoivaviag: 213 -2040380 1 213-2040337

YroBoAn péow ®A= oto 210 6549585

EvaAAakTikd, WNOpeiTe va ava@epere nibavoloyoUUeveg avenBUUNTEG eVEPYEIEG OTOUG YMneUBuvoug
dapuakoenaypunvnong TwV ETAIPEIOV:

Bayer EAAag ABEE TnA.: 210-6187747, fax: 210-6187522, e-mail:
drugsafety.greece@bayer.com

BIANEZ A.E. TnA.: 210-8009312, fax: 210-6203173, email: pvvnx@vianex.gr

Bracco Imaging S.p.A./Leriva Imaging A.E. TnA.: 210-6199886, fax: 210-6178733, e-
mail: pharmacovigilance@leriva.com

GE HEALTHCARE A.E. TnA.: 210-8930600, fax: 210-9625931, e-mail:
george.fontis@ge.com

GUERBET/SYN INNOVATION TnA.: 210-3259365, fax: 210-3259368, email:
pv@creativephs.com

SANOCHEMIA Pharmazeutika AG / BIANEZ A.E. TnA.: 210-8009312, fax: 210-6203173,
email: pvvnx@vianex.gr
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