@DvAro ooNYLOV Apnons: IIinpoopics Yo Tov ac0evi)
Gadovist 1,0mmol/ml, evéoipo dvaAvpo o€ TPOYEMGUEVT] GUPLYYE/PUVGIYYLO
yadoBovtpoin

AwPaote TPocEKTIKA 0AOKANPO TO GVALO 001 Y1V YPNONGS, TPV GagS yopnyNnodel avtd 10

QapproKo, o10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YU GUG.

- DdvrdEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelaotel va to duPdcete Eavd.

- Edv éxete mepartépw amopieg, potNoTe T0 Y1ATPO GOG 1) TO TPOGHOTO TOV GO YOPTYEL TO
Gadovist (Tov aKTWVOAOYO) 1] TO TPOGOTIKO TOV VOGOKOUEIOV/KEVIPOL HOYVNTIKYG
TopoYpapiog.

- Edv mopatnpioete kamowo avemiBountn evépyeld, EVNUEPAOOTE TO YOTpd M TOV
aKTvohdyo cog. Avtd toyvel kot yoo ke mbovr oavemBountn evépyeln mov dgv
aVaPEPETOL GTO TTAPOV PUALO 0ONYLdV Yprions. BAéne mapdypago 4.

T ePLEYEL TO0 TAPOV PUAAO 0ONYLOV:

T eivon To Gadovist kot ol eivat 1 ypnon Tov

T wpénet va yvopilete Tpv oag yopnynoei to Gadovist
[og Ba cag yopnyndei to Gadovist

[MBavég avemBounteg evépyeteg

[og va puiacoete To Gadovist

[epieydpeva tng cLoKeELAGING Kot AOITEC TANPOPOPIES

AN S e

1. T givan To Gadovist kon wowa givan 1 yp1 o1 TOV

To Gadovist &ivar £va oKlaypa@ikd HEGO Yo amelkovion payvntikol cvviovicpov (MRI) mov
YPNOYLOTOLEITAL GE JLOYVMOTIKEG EEETAGELS TOV EYKEPAAOV, TN GITOVOLMKNG GTHANG Kol T®V
ayyeiov. To Gadovist pmopei eniong va fondnoet To yiatpo vo avokaADyer To idog (kaAonong
1 KoKoNONG) YVOOTOV 1] DTONTOV AVOUOAIDV GTO NTOP KOL GTO VEQPAL.

To Gadovist propei exiong va ypnotponomel yio anekdvion poyvntikod cuvioviopuov (MRI)
OVOUOAM®DY 08 AAAEG TEPLOYES TOL GMOUOTOC.

AlEVKOADVEL TNV OTTIKN OTEIKOVIGT] TV U] GUCIOAOYIK®V Sopdv 1 PAafodv kon fonddet otnv
dtapopomoinon peta&d Tov VYHE Kot TOL TAHOAOYIKOD 1GTOV.

[poopiletar yio yprion o€ EVAAIKES Kol TOdLY OADV TOV NMKIGV (cupumeptAapufovouévon Tov
Opov veoyva).

I ag Aertovpyel 10 Gadovist

H amewcovion payvntikod ocvviovicpov (MRI) eivor pie popen aTpikng doyvemoTiKNG
OTEIKOVIONG, 1) OTTOL0L YPTCYLOTOLEL TH CLUTEPLPOPA T®V LOPIOY VEPOD GE PVGIOAOYIKOVS Kt
Ta00A0YIKOVG 16TOVG. AVTO EMTVYXAVETUL LECH EVOC TOADTAOKOL GUGTHUATOG UAYVITOV Kol
POSIOKVUATOV. YTOAOYIGTEG KATAYPAPOLV TN SPAGTNPIOTNTO KO T UETAPPALOVV OE EIKOVEG.

To Gadovist yopnyeitol o¢ éveon péoa ot EAEPa cag. AvTtd TO PApUAKO YpNoLpoTotEiTal poVo
Y10 10y VOGTIKOVE 6KOToVE Kot Oa yopmyeital udvo amod emayyehpoticg vyeiog pe epmelpio oty
KAwvikn wpoxtik MRIL

2. Tvnpéner vo yvopilete mpiy oag yopnyn0si To Gadovist
MHN ypnowomoujoete To Gadovist

e  o¢ mepimton adAepyiag otn YadoPouTpdin 1 o€ 0MO0ONTOTE GAAO OO TO GLGTATIKA
ovToD TOV PAPLLAKOL (VAPEPOVTOL BTNV TOPAYPOPO 6).



Mpocdomonoeis Ko TPoPVAAEES

AmevBuvbeite 610 Yi0Tpo Gog TPy cog yopnynbei to Gadovist oe mepintwon wov

®  VIOPEPETE N €YETE VIOPEPEL KATA TO TopeAOdV amd Kamowo aAlepyia (m.y. mTLPeTOS €K
xOpTOL, Kvidwon) N dobua

®  £YETE TOPOVCLAGEL KOTA TO TAPELOOV avTIOPOOT GE OTOLOONTOTE GKIAYPAPIKO LEGO

o £yete TOAD KOKN VEQPPIKT Agttovpyia,

®  TACYETE OO TAUONGELG EYKEPALOL LE EMANTTIKEG Kpioelg (omaopuovg) 1 dAlec madnoeig Tov
VELPIKOL GLGTNLOTOG

o @épete kapdlokd Pnpotoddtn N ehv vmbpyovv HEGH GTO GAOUO GOG OMOLUONTOTE
EUPLTEVUATO, 1 KAITG T OO0 TEPIEXOLV GidNPO

O ywtpdg oag Ba amopacicer edv 1 mpoypoppaticpévn eEétaon eivar dvvatdov va
Tpaypororoin el oyt

o Metd ™ ypnomn tov Gadovist, evoéxetar vo, ekdNAmBovy  adAepyikod 1| GAlov THTOL
avTOPAGELS TOL 031 YOVV GE KapOLaKd TPoPATLaTa, SUGKOAIES GTNV AVAITVOT| 1] OEPULOTIKES
avtdpdoelc. XoPapég avtidopacelg eivar mbavéc, Ot TEPIOGOTEPEC OMO AVTEC TIG
avtdpdoelc mapovotdlovral péca oe 30 Aemtd petd ™ yopnynomn tov Gadovist. Xvvenmg,
Ba eiote VO mapaxkoAovdnon petd v e&étaon. Kabvotepnuéveg avtdpdoelg Exovv

emiong mapatnpnOel (Letd and dpeg M Nuépes) (PAéme mapdypapo 4).

Neopd/Hmap

Evnuepdote tov yotpd cog edv:

. Ol VEQPOL 00 OEV AELTOVPYOVV KOVOVIKA

. elyoate TPOGPATO KAVEL 1] TPOKELTAL GUVTOUO VL KAVETE LETAPOGYEVOT] NTOTOG

O ywTpdg oG Umopel Vo amoPaciceEL Vo 6o¢ TApEL SElYo aiaTog Yio va eEAEYEEL TOCO KOAN
AELTOVPYOVV T VEPPA GOG TPV TAPEL TNV amdPacn va ypnoiponomoetl to Gadovist, 101Kd edv
glote 65 €OV KAt V.

Neoyva ko Bpéon

Kobnhg n veppikn Aettovpyia gival avopyun oe popd nikiog £0c 4 efdopddwv kot og Ppéen
nikiog €éog 1 £rovg, to Gadovist Oa ypnoyLonoteital 6 oVTOVG TOVG AGHEVEIC LOVO LETO OO
TPOGEKTIKY] EKTIUNGT Otd TO Y Tpod.

Adlra @appoxa ko Gadovist
Evnuepdote Tov y10Tpod 00g GV TAIpVETE, £XETE TOPEL TPOGPATA 1 UTOPEL VO TAPETE AAANL
QAapLaKaL.

Kdnon kot Onraocpog
ZNToTE TN GLUPOLAT TOV YLUTPOV GUG TPV TAPETE OMOLOONTOTE PAPLLAKO.

e Kinon
H yoadoPovtpdin pmopei vo dwumepdost Tov mhakovvta. Agv gival yvmotd gdv ennpedletl to
Bpépoc. Ba pémel vo evepdoETE TOV YLTpd oag dv vouilete 0Tt giote N} pumopel va giote
éykvoc, kabmg to Gadovist dev Ba TpEmeL Vo ¥PNOIUOTOIEITOL KOTA T OLAPKELD TNG KOTONG,
EKTOG Kot €AV €lval ovaTnpdS amapaitnto.

e  Onlaocpog
Evnuepaote tov yiatpd cog edv Onialete i edv mpoxeital va apyioete va Onialete. O yrotpdg
cag 0o cvintmoet edv Ba Tpémel va cuveyioete Tov Onhaoud N va Tov S10KOWETE Y10 TEPI0d0
24 opav petd omd ™ Aqyn tov Gadovist.



To Gadovist Tepiéyel vatplo
To pdppoko avtd mepEyel Aryotepo omd 23 mg votpiov avd 06on (e faorn ™ péon mocdtTA
7oV yopryeitol g va dtopo Papovg 70 kg), eivar avtd mov ovopdlovpe «eAevBepo vaTpiovy.

3. og 0a cac yopnynOei To Gadovist

To Gadovist evieton amod évav emayyeipatio vyeiog péco ot EAEPa GOG YPNCLOTOUDVTOG LI
pupn| Berdva . H e€étaon poyvntikod cuvtovicpov propet va EeKiviioetl apécmg.

Metd v éveon), Ba Bpickeote vId TopakoAoVONGN Yo TOVAG)IGTOV 30 AEmTA.

H ovvnOwopévn 660n
H 8601 mov gival cootn yio €0dg e£opTdTol amd To COUNTIKO G0¢ PApog Kol amd TNV TEPLOYN
nov Oa eEetaotel pe MRI:

Y1ovg evikeg, pia éveon 0,1 yihootoMtpaov Gadovist ava kg copatikod fapovg cuvietdton
(avtd onuaiver 6t yia éva dtopo PBapovg 70 kg, n 060 Ba ftav 7 yAloctoMTPR) , ®GTOGO
umopel vo doBel pia mepoutépm éveon €mg 0,2 yhootoltpwv/kg copatikod Papovg péca oe
30 Aemtd amd v TpdTN éveot). Mo cuvoAtkn mosotnta 0,3 yiiootoltpwv Gadovist avd kg
COUOTIKOV Bapovg pmopel va yopnynoel kat avdtato 6plo (awtd onuaivel 0Tl yio Evo GTouo
nov Quyiler 70 kg n 660m Ba givar 21 yAtootOMTPA) Y10 OTEIKOVIOT] TOL KEVIPIKOD VEVPIKOV
cvotiuatog (KNZ) kot yio poyvnrikn topoypaeio poyvntikod cuviovicpov. Mo 66on tmv
0,075 ytmootoMtpwv Gadovist ava kg copatikod Bdpovg pumopel va yopnyndei wg eAdyiot
(w16 onpaivetl 6T yia éva dropo mov Luyilet 70 kg 1 06om Ba givar 5,25 yiAootoOATPO) Y10 TO
KNZ.

[eplocoTEPEG TANPOPOPIES GYETIKA LLE TN YOPTYNON Kot To ¥epiopd tov Gadovist mapéyovran
610 T€A0G TOV PLAAASIOV.

A0c0)LoYia 6g E101KEG OpdoEg 0.60EVAOV

H ypnion tov Gadovist dev cuvictdton oe acbevelg pe coPapd veppikd mpoPAnuoto Kol o
acBeveic mov giyav TPOCPATO KAVEL 1| TPOKELTOL GUVTOHO, VO KAVOLV UETAPOCGYKEVOT] TTOTOG,
[Mopora avtd, dv 1 xpron Tov amatteiton 0o tpénel va Aapete udvo pia d6om tov Gadovist
Kot T Stapkeln piog aneuwoviong kot og o mpénet va AdPete deTepPn EVEST] Y10l TOVAYLOTOV

7 nuépeg.
Neoyva, Bpéen, morowd ko £pnpor

Ye moudld OAwv TV MAMKIOV (cupmepriapupavouévovr tov O6pov veoyvd), pio odom 0,1
ymootoATpwv Gadovist ava kg couatikov Bapovg evdeikvotal yio OAeg Tic e€etdoelc (PAEme
napdypoeo 1).

Kabbg n veppikn Aettovpyio gival avopyun oe popd nikiog £0¢ 4 efoouddmv kot oe Bpéen
nikiog €éog 1 étoug, to Gadovist O ypnoyomoleital 6€ owTOVG TOVG AcOeVEIC LOVO LETH OO
TPOCEKTIKT EKTIUNGCT oo 1o YroTpd. To veoyvd kan ta Bpéen Ba mpémet va Adfovv povo pia
d0om Gadovist katd ™ SLAPKELN HOC amelkovVIoNg kol va. un AdBovv dgvteprn éveon v
TOVAGYIoTOV 7 NUEPEC.

Hiuvaopévor
Agv givon avaykaio vo puOuictel n 66om edv eiote 65 €TV KoL v 0ALL UTOPEITE VO, SDCETE
delypa aipatog yio va eEléyEete 10 KaAd AELTOVPYODV TO VEQPPE GUG.

Edav mapete peyorvtepn 06on Gadovist amwd Tnv Kovoviki
H vrepdocoroyia givar anibovn. e mepinmtmon wov cupuPel avtd, o yiorpdg Oo avipetmniost
OTOL0ONTTOTE CUUTTMOUOTO KoL UTOPEL VAL XPTOLUOTOGEL TN JadIKOGio TG opokdfapong yio



va, amopakpvviel to Gadovist amd 10 oo GaG.

Agv vrapyel andoeiEn o0tL ovtd Bo amotpéyel TNV avartvén g Ne@poyevovg ZVoTNUIKNAG
Tvoong (NZI) (BAéne mapdypaeo 4) kai dev Bo TpEmel va, ypnoomoteiton mg Oepameio ylo vt
TNV KATAoTOOT|. X€ OPIGUEVES TEPITMGELS, Ba eheyyBel n Kapdid cag.

Edv éxete mepiocdTEPEC EpMTNGELS CYETIKA e TN YPNOT OWTOD TOL TTPOIOVTOG PWTNCTE TO
YTpo 1| TOV AKTIVOAOYO GOC.

4. MBavic avemBopnTeg evépyereg

Onwg 0la ta QappoKa, £I61 Kot ovTtd T0 QApUOKO UTOpel VO TPOKAAEGEL OVETIBVOLNTES
EVEPYELEG, OV Kal deV TTapovatalovtal oe OAOVG Tovg avBpdTovs. Ot TEPIGGOTEPES OO AVTEC
TG avidpdoelc sueovifovior péco o€ Mo opo petd tn yopnynon tov Gadovist.
KobBvotepnpuéves adlepykéc 11 GAAOL TOTTOL avemBOUNTES EVEPYELEG, OV EUPOVILOVTOL DPES
ém¢ apreTég nuépeg petd ™ Aym tov Gadovist, £xovv mopatnpnbel oe omdvieg TEPTMOGELS.
Edv avto oouPel g e66c, EVvUEPDOTE TOV YIATPO 1) TOV OKTIVOAOYO GOG AUECDG,

O mo ocofapég avemBOunTeg evépysereg (o1 omoieg frav BavaTnEOpes N AMEANTIKES Yo T
{on o€ 0pIoLEVEC TEPUTTAOCELS) Elvar:

o 1 KOPOLE GTAUOTA VO YTVTA (Kapdiokn ovaxon), o cofapn Tvevpovoradeio (covdpouo
olelag avamvevoTikiS Ovayépeiog) / vypd GTOVG TVEVUOVES (TVEDUOVIKO 0IONUa) Kot
coPapéc arlepywkés (avapvloktoeideic) ovTdpdoels (cvpmeptiopfoavopévng g
SLOKOTNG TG OVOTVONG KOl TOV GOK).

Emumpdcheta, yo Tig mapakdtom avemOiunteg evépysieg xovv avapepBei Oavatneopes 1
ameEMTIKEG Y10, T1) (1) EKPACELS GE LEPIKEG TEPITTAGELS:

e Jdvokorio otV avomvon (JDomvora) Kol OTMAELN GUVEONGE®S, coPfopn avtidpaon
aAdepykon TOTOL, cofapn Helmorn TG apTNPLOKNG TECNS OV UTOPEL Vo, 00N YNOEL GE
katamAnéio, ToOON TG AVOTVONG, VYPO GTOVG TVEDLOVES, TPNEMO TOV GTOUNTOC KOl TOV
Aapod, Ko YoUnAn aptnplak Tieon.

Y€ OTAVIES TEPUTTAGELS:

e gvd€YETAL VO, TOPOVOIACTOVV AVIWOPAGES OALEPYIKOD TOTOL (VIEpeLAGONGio Kot
avaguAaia), copmeptiapupavouéveov coPapdy avtidpdoeny (6oK), ol 0Toleg umopel va
ypealovtol Gpeon 1oTpikn mapépPfoon.

Ed&v mapatmpnoere:

010110l TOL TPOGMTOV, TOV YEIAIDV, TNG YADGGOG 1) TOV Adpuyyo
Pyxa kot pTépvicua

OVCKOALN GTNV avVOTVOT

Qayovpa

PLVIKY| KOTOPPOT

kvidwon (kvidwtikod tomov eéavOnua)

EVIIUEPDGTE TO TPOCOTIKO TOV TUINOTOS LAYVITIKIG TOROYPOQiag apéocms. Avtd pmopel
va gtvat to TpdTe. onpadia 0Tt cvpPaivel o cofapn avriopacn. H eEétaon cag umopei vo
YPEWOTEL va SloKoTEL Ko UTOPEL vaL ypelaoTeite mepoartépm Oepameio.

OL o ovyvéd mopatnpovpeveg avemOounteg evépysieg (Lmopel vo emmpedcovy 5 1
neprocodtepa ota 1.000 dropa) siva:
®  TOVOKEPAAOG, vauTia kot CaAN.



O1 ep1oc0TEPEG AVETBOUNTES EVEPYELES EIVAL NG £MC PETPLOG LOPPTG.

MBavéc avemBOuNTES evépyeLeg mov mopatnpnONKay 68 KMVIKES O0KIPEG TIPLY TNV £YKPLOT)
tov Gadovist, cOpeova pe v mbavotnta ELEAVICT|S TOVG.

Yuyvég: umopel va emnpedoovy £og 1 ota 10 dropa

TOVOKEPOAAOG
vavtio

O ovyvég:(umopet va emmpedoovy émg 1 ota 100 dtopa

avTpaoels aAAepYLKOD TOTOV, T.Y.
- YOUNAN apTNPLOKY THEST
- g&avOnua
- mpHELLO TOV TPOGHOTOV
- mpn&wo (oidnpa) Tov PAepdpov
- gpubpomta
H cuyvémta TV Tepokdto avtidpdcemy aALepYIKoL TOTOV dev etval YVOOTN:
- cofopn avtidpacn aArepyKov TOHTOV (avapviaxtikd cok)
- coPopn pelwon g apTNnploKng Tieong mov umopel va odnynost o katomAnéia
(o0K)
- OVOTVELGTIKY] OLVOKOT
- dvokoAieg otV avarvon (Spoyyoomocuog)
- UTAE YPOUO OTO YEIAN
- TPNEUO TOL GTOUATOG KO TOL ACUOD
- pNELO TOL AooD
- ovénuévn aptnplaxn mieon
- wdvog 610 othbog
- TPNEWO  TOL  WPOCMTOV, TOL ACLUOV, TV YEWDV Ko NG YADGGOG
(ayysiooionua)
- emmeuKiTIdN
- avénuévn epidpwon
- Prixas
- OTéPVICUO
- aicOnua xavoov
- YAouod dépua (wypotnTa)
CaAn, dwtopayuévn aicOnomn g yevong, LOUSIOGIO Kol LMOPUIYKIAGILOL
duckoAia oty avamvon| (dvorvoia)
€UETOG
KOKKIVIGHO TOVL dEpUaTog (epOOnua)
Qoyopa (KvNoUOS GUUTEPIMAUPAVOUEVOD YEVIKEDUEVOD KVIGLLOV)
eEavinuo  (cvpmeprropPavopévov  yevikevpévon  e€avOnuatog, WKpOV  Eminedwv
KOKKIWVOV OTIYHOTOV [knlidmdes eCavOnual, HWKp®OV, POVCKOUEV®VY, OplofeTUévVaV
oAhowwoewV [flatidwdes eCavOnua)l, eovOnuato pue ayovpa [kvyoumdeg elavinua))
TOKIA®V €MV avTdpaoelg 6to onueio g éveong (m.y. dwappon otov TEepPariovia



10710, Kéy1po, Kpvo, {Eotn, Kokkiviouo, e£avOnua, Tévog 1 LeAdvVIao L)
. aioOnpa (éotng

Yravieg: pumopet va ennpedcsovv £og 1 ota 1.000 dropa
Mmofopuio

0KOVG10G HUIKOG CTOGLOG

dtaTapaypévn aicbnom 6cppnong

YPNYOPOC KOPIOKOG TOUAUOG

aicOnuo ToAudv

Enpo otopa

veviko aicOnuo adabeciog (aiohnuo kaxovyiog)
aicOnon yoyovg

[IpécBeTeg avemBOunTEg evépyereg wov ava@épOnkay petd v £ykpion tov Gadovist pe
ovvoTNTA PN YVOGSTH (1 oLy vOTNTa OV pmopel va ektiunOel pe Pdon ta Sabécyuo dEdopUEVa):

. H xopdid otapatd vo ytond (kapdiaxy avaxon))

. Mio coPapn avevpovorabeia (odvdpouo oleiag avamvenatikng OvaYEPELaS)

. Yypd 6100 TVEDUOVEG (IVEDUOVIKO 01ONUA)

. ‘Exovv avoeepbel mepimtdoelg veppoyevohe cuotnuatikng itvmwong - NZI (n omoia

TPOKOAEL GKAT|PLVOT] TOL SEPUATOG KoL UTOPEL VOL EXNPEAGEL EMIGNG TOV LOANKO 10TO Kot
O, ECOTEPIKA OpYOVaL).

"Exovv mopatnpnel petaforéc otig e€etdoeic aipatog T veQpikng Asttovpyiag (mt.y. avénon
oTNV Kpeativivn 0pov) HeTd ™ xopnynon tov Gadovist.

Avo@opd avemOdunTOV gvEpyELOV

Edv mapatnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDOTTE TOV YIATPO 1 TOV AKTIVOAOYO
c0G. AvTo 1oyvEL Kot yio KaBe mBavn avemfBountn evépyeia mov dev avaQEPETAL GTO TaPOHY
@OALO OdNYIDV Ypnong. Mropeite emiong va avagépete avembounteg evépyeieg amevdeiog
HECW:

EMGda:

EBvikog Opyaviepog @apudrkmv

Meooyeimv 284

GR-15562 XoAapyoc, ABMva

TnA: +30 21 32040337

Iototomog: http://www.eof.gr
http://www Kkitrinikarta.gr

Kozpog:

DQoappaxevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Aevkooio

TnA: +357 22608607

®ag: +357 22608669
Iotétomog: www.moh.gov.cy/phs

Méow g avagopdg avembBountov evepyelidv pmopeite va Ponbnoete ot GvAloyn
TEPLGGOTEPWOV TANPOPOPIDV GYETIKA LE TNV AGPAAELD TOV TAPOVTOC PAPLLAKOV.


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

5. og vo pvrdccete To Gadovist

To @dppoko avtd Tpénel va GLAAGGETAL GE LEPT TTOL OeV TO PAETOVY Kot dgv TO POAVOLY Ta
Tod1dL.

Na pn ypnowomnoteite owtd t0 PApLOKO PETE TNV MUEPOUNVIA ANENS OV AVAPEPETAL TNV
emonpovon kot oto kovuti petd t AHEH. H nuepopunvia Anéng eivor n tedevtaio nuépa tov
uva Tov avagépetol ekel. To pappoko avtd dev anattel Wwitepeg cuvinKeg PUAAENG.

‘Exer amodeyytel 611 o1 ynpukés, eLoKES Ko pkpofloroykés 1010tTeg Katd n Xprnomn Tov
TPOi6VTOG £lvar otabepég yio 24 mpeg otovg 20 — 25 °C. Ao pikpoPloloyikn dmoy, To Tpoiov
TPETEL VAL YPNCLOTOIEITOL AUECMOS PETA TO AVOLYLLL.

AvTO 10 QOpHOKELTIKO TPoiov elvar €va dwowyéc, dypopo €m¢ vmokitptvo dtdivpo. Mn
YPNOYLOTOGETE OVTO TO PAPLOKO EAV TOPATNPNGETE GOPapT] AAAOIMGT TOL YPMDUATOS T} TV
TOPOVGIC, COUATIOIOV 1 EGV O TEPLEKTNG PATVETAL ELUTTOUATIKOC,

Mnyv mtetdte AaproKa 6To vepd TNG OmoYETELONG N 6TA O1KLok( amoppippata. O emoyyehpotiog
vyeiog 0o TETAEEL TA PAPLOKN TOV dEV YpNOLOTOLEiTE e, AVTd T péTpa B fonbncovy oty
TpoocTacic Tov mepPdAlovtog.

6. epreydpeva TG 6VOKELUGLUG KOL ALOUTEG TANPOPOPIEg
T epréyer to Gadovist
H dpacstikn oveia eival ) yadofovtpoin

1 ml evéouov dwdvpatog mepiéyel 604,72 mg yadoPovtpding (tlwodvvauo pe 1,0 mmol
yadoPovtpoing mov wepiéyel 157,25 mg yadoiwiov).

1 mpoyeopévn cvpryya pe 5,0 ml Stohdpotog tepiéyet 3023,6 mg yadofovtpding,
1 mpoyeopévn ocvpryya pe 7,5 ml dStahdpotog mepiéyel 4535,4 mg yadofovtpding,
1 mpoyeopévn ovpryya pe 10 ml sreddpatog nepiéyel 6047,2 mg yadofovtpoing,
1 mpoyeopévn cvpryya pe 15 ml sreddpatog nepiéyet 9070,8 mg yadofovtpoing,
1 mpoyeopévn cvpryya pe 20 ml stoddpotog mepiéxel 12094,4 mg yadoBovtpoing.

1 puoiyylo pe 15 ml dSrohdpartog mepiéyxet 9070,8 mg yadofovTpoing,
1 puoiyylo pe 20 ml droddpatog mepiéyel 12094,4 mg yadoBovtpoing,
1 puoiyylo pe 30 ml Sroddpatog mepiéyet 18141,6 mg yadoPovtpoincg.

Ta drha cveTaTikd civol KodkoPBovTpoAikd vdtplo (PAéne to TEAOG TNg Tapaypdoov 2),
TPOUETAUOAN, VOIPOYA®PLKO 0&L 1N Kot VWP Yo EVEGUAL.

Epgévion tov Gadovist kon Tepreyopeva TS GLOKEVAGIOG

To Gadovist givor éva d1owyEg, Ayxpouo £0C VIOKITPIVO EVEGILO OLAAVLLO.

Ta mepleydeEVA TV GLOKELAGLOV Elval:

o 115 mpoyepopéveg oOpryyeg ue 5 1 7,5 1 10 ml evécsipov dtaddpotog (oe Tpoysuiopuévn
YudAvn 1| TAaotikn cvpryyo 10 ml)

o 17 5 mpoyspcpéveg cvpryyeg pe 15 ml evécipov S10AdDUOTOC (GE TPOYEUIGIEVT] YOOIV
ovptyya 17 ml 1 og mpoygpiopévn ootk cvptyya 20 ml)



o 11 5 mpoygpucpéveg ocupryyeg pe 20 ml gvécipov S10AOHOTOS (GE TPOYEUIGUEVT] YOAAIVN
N o€ Tpoyeoévn TAaoTiK] cuptyya 20 ml)

e 115 puoiyyla pe 15, 20, 30 ml evéoipov dtahdpatog (o€ puciyyto 65 ml).

Noocokopglaxn cuokevacio:
. 5 mpoyeopéveg cupryyeg ue SN 7,5 10 1 15 1 20 ml evéoyov drodvpatog
. 5 mpoyeopéva euoiyyla pe 15 1 20 1 30 ml evésipov SoAdHOTOC

Mmropeti va, un KoKAOPOPOLY OAEG Ol GLOKEVAGIEC,

Karoyog Adcrag Kvkhopopios ko Iapackevaotig
Karoyog Adcrog Kvkhogopiog otnv EALGOa ko Tnv Kdmpo

BAYER EAAAX ABEE
Aynoildov 6-8,

151 23 Mapovot, Attikn, EALGSa
TnA. 0030 210 6187500

Tomkog aviimpoocwnog oty Konpo
Novagem Ltd
TnA. 00357 22483858

Hopackevaotic
Bayer AG

Miillerstrasse 178
13353 Berlin, I'eppavia

Avto To Pappako £xel eykpdei ota Kpdtn Méin tov Evponaikov Owkovopikod Xapov
(EOX) pe 1ic axérovleg ovopooisc:

Avorpia, Gadovist 1,0 mmol/ml Injektionslosung in
I'epuavia Fertigspritzen/Patronen

Béhyto,

BovAyapia,

Konpog, Aavia,
EALGOa, Itaria,
Aov&epfoipyo,

Noppryic, Gadovist
[Moptoyaiia,
Yovundia,
dwravdia,
EcfBovia
, Gadovist 1,0 mmol/ml otopina za injekciju
Kpoartia . i
u napunjenoj $trcaljki/ulosku.
, GADOVIST 1,0 mmol/mL, solution
TodAia . . \ .
injectable en seringue préremplie
, Gadovist 1,0 mmol/ml, stungulyf, lausn i
IoAhavdia

afylltum sprautum/rérlykjum
Gadovist 1.0 mmol/ml solution for
Iphovdio Injection in prefilled syringe




Gadovist 1.0 mmol/ml solution for
Injection in prefilled cartridge
OMavsia .Ge.ldoylsj[ 1,0 mmol/ml, 9p1055mg voor
injectie in voorgevulde spuit/ patroon
, Gadovist 1,0 mmol/ml raztopina za
Y oPevia e Lo TR
injiciranje v napolnjeni injekcijski brizgi
YAoPoxkia Gadovist 1,0 mmol/ ml
, Gadovist | mmol/ml solucién inyectable en
Ioravia o
jeringa precargada / cartucho precargado
Méda Gadovist 1.0 mmol/ml solution for
injection pre-filled syringe / cartridge

To mapdv @OAro 00N LAV YprionS avabempOnke Yo TELEVTALIN POPA OTIS
E\hada: 10/2025
Kvbmpoc: 04/2026

Ot minpo@opieg mov akoAovBolV amevBivovTal LOVO GE ETOyYEAATIEG VYELOG:
e Negpu dvolrertovpyia

pw amé ™ yopfynon tov Gadovist, cuvietdton 6hor ov acBeveic va eEgTdlovran Yo
VEQPPIKT OVGAELTOVPYIO KAVOVTAS EPYACTIPLAKOVS EAEYYOVG.

Yrdpyovv avagopég omov veppoyevig cvotnpatiky ivoon (NXZI) oyetiCetoar pe ) yxpnon
UEPIKDY YUOOAWVIMV-TOL TEPIEXOVTIUL GE CKIAYPUPIKOVG Tapdyovieg o€ acbeveic pe oéela M
ypovia coBapny veppikh duciettovpyia (GFR < 30 ml/min/1,73m?). AcOeveic mov vdkewvTon
oe petapdoyevon Nratog Ppiokoviol o Waitepo kivouvo kabmg 1 mbavdtnta va TpoKuyEL
o&eio veppikn avemdpkelo eivol VYNAY g aLTH TNV Opdda.

Emedn vmapyer n mbavotnte NXI vo cvpPei pe to Gadovist, 0o mpénel emopévmg va
YpNoLoToleitan og acbevelg pe coPapn veppikn avendpkela Ko o€ aceveic mov Ppickovtan
0€ TEPLEYXELPNTIKY] TEPIOOO UETAUOCYEVONG NTOTOS LOVO UETE OO TPOGEKTIKY EKTIUNON TNG
oY£6EME KIVOOVOL/0QEAOVEC Kol av 1 SyVOOTIKY TANPOoQPOpNoN gival amapaitntn kot dev
napéyetar pue un okuypoeikn aneikovion MRI. Edv n ypiomn tov Gadovist eivar omapaitnt,
n d6om dev Ba mpémer va vrepPaiver 0,1 mmol/kg copatikov Papovs. Asv Ba mpémel va
YPNOLoTotlEitanl v omd pice 06on Katd TN dibpkeln piog omekdvions. Adym EAletymg
TANpoQopLOV o€ emovarouPavoueveg yopnynoeils, ot evéoelc Gadovist dev Oa mpémer va
EMOVOAOUPAVOVTaL, EKTOG KO OV TO OLAGTN O LETOED TV EVECEMV EIVOL TOVAGYIOTOV 7 NUEPEC.

Kaboc n veppikr] kaBopon tov Gadovist pmopel va ghattmbel otovg nAkiwpévovg, givar
Wwitepa onpavtikd va eEetdlovtal ot acbeveig 65 eTdv Kol dve Yo veppikr| ducAiettovpyia.

AwoxdBapon coviopa petd tn xoprynon tov Gadovist icmg gival xpnoun 6Ty amTopdKpuVen)
tov Gadovist and 10 ocopa. Agv vrdpyovv amodeifelg va vmootnpifovv ™V Evapén
alpokaBapong yio thv amotponn 1 ™ Oepamneio Tov NXI o€ acbeveic mov de vwofdArovtor 116
og aokdBopon.

o  Kinon kot Onraopog

To Gadovist dev Tpémel va Yp1OUYLOTOLEITAL KOTA TN SLAPKELN TG KONOTG EKTOG €AV 1 KAVIKN
Katdotaon g yvvaikog arortei ) xpnon Gadovist.



H ovvéyion 1 n dtokomn tov OnAacpol yia mepiodo 24 wpdv HeTd T yoprynon tov Gadovist,
Ba pémel va etvan 6N StaKkplTikdTNTA TOL YLoTpo Kot TG Onralovcag unTépac.

e Avtidpdoeis vrepevaicdnociog

Onwg kot pe dAlo evoopréfia oklaypapikd péca, to Gadovist pmopei va cvoyetiobel pe
avaPLAOKTOEWELS avTdpdoelc/avtdpdoelg vrepevacOnciog 1 GAAeG 10106VYKPAGIOKES
avTdpdoelg, ot omoieg yopaktnpiloviol amd KopSOYYEWMKES, OVOTVELOTIKEG N OEPUOTIKEG
exdNAOCELS, Ko exTeivovTal Kol 6€ coPapés avTidpAGELS, GUUTEPIAALUPOVOUEVOD TOV GOK.
I'evikd, ov acBeveig pe kapdiayyelakn voco eivarl mo gvaicOntol 6e cGoPapéc 1 aKoUn Kot
Bovatneopeg exPaoelc TV GoPapdv avVTIOPAGEDY VIIEPEVAGHNGIOC.

O «ivduvog yua avtidpdoelg vrepevaictnciog avEavetol oty mEPITTM®GT TOL VIAPYEL:
- [Iponyovuevn avtidpaon e GKLOYPAPIKO HEGO

- Iotopkd Bpoyyikov dsbuatoc

- Iotopkd adrepyikdv dratopoydv

Ye aobevelg pe addlepywkn mpodidbeon m amdeacn ypnong tov Gadovist Bo mpémer va
Aappdvetar petd amd Waitepa TPOGEKTIKN aEloAdYNON TN GYECNS 0QPELOVC/KIVOVVOU.

O wteplocdTEPEG OMO TIG OVTIOPACELS OVTEG TapovOoldlovTol €vTOg WONG OPOC omd N
XOPNYNON. ZUVENMDGS, GLVIGTATOL 1] TOPAKOAOVONGN TOL 0GOEVT] LETA TN JLAdIKOTIAL.

ddappoka yio tn Oepomeio tov avidpdoemv viepevalctnciog Kabmg eniong Kol ETOOTNTA Yia
EQapLOYN emelyoviov uétpmv eivar amapaitnta. Kabvotepnuéveg avtidpaoelg (Letd amd dpeg
€m¢ Kol apKeTEG UEPES) Exovv mapatnpnOel omdvia.

. Eminntikéc owotapayés

Onwg ko pe GAdo oKloypaeikd PEGa mov TEPLEYOLY YodoAivio, eivar amapaitntn 1 Wiaitepn
Tpocoyn o€ acheveic pe YOUNAO 0000 EMANTTIKOV KPIGEW®V.

e  Ynmegpdooolroyia

e mepinT®OoN 0KOLGLOG VIEPOOGOAOYING CLVICTMVTOL 1] KOPIL00YYEOKT TapakoiovOnon (ue
yxpnon ko HKT) kot 0 Edeyyog TG veppikng Aettovpyiog.

Ye nepintwon vrepdocoroyiog oe acbevelc pe veppikn avemdpkela, To Gadovist pmopel va
amopokpuvhel amd 1o copo pe opokdBapon. Metd and 3 cuvedpieg apokabapong mepimov
98% TOVL GKLOYPAPIKOD UEGOV OTOUAKPOVETOL amd TO odpa. Eviovtolg, dev vapyel amodeién
OTL 1 apokabapon gival KATAAANAT yioL TV TPOANYT TNG VEQPOYEVOVG GUGTNIOTIKNG tvmong
(NZD.

e TIpw v éveon

Av16 10 TPO16V TPoOopileTal Lovo Yo pia xpnon.

AVTO TO QUPUAKELTIKO TPOIOV gival Eva SLoyEC, dypopo mg vrokitpivo dtdivua. To Tpoidv
TPENEL vaL EMOE®PEITOL OTTIKA TPV TN XPNOT).

To Gadovist dev mpEmeL va. YPMGILOTOELTAL € TEPITTMOT GOPUPNS AAAOIMONG TOV YPDOHUOTOC,
EUPAVIONG COUATIOIOV 1] ELOTTOUOTIKOD TEPIEKTT).

o Odnyieg ypnong

poygpiopéves oHpLyyeg
To Gadovist givot étoyo mpog ypnon.



H npoyeiopévn ocvpryyo Bo mpémet vo mpoeTolndleTal yio TNV £VEST) GUESHC TPLY TN XOPN YN ON.
To kGAvppo TG AKpNg TPETEL VO, APULPEITOL OO TV TPOYEUIGHEVT] GUPLYYO CUECHS TTPLY TN
pUCHE

TIMvédvn cOpryya pdvo:

ENEXH ME TO XEPI

2.Kpatiote T ovpryya og opbia Béom and
10 pofowtd tuquo () tov cvothpatog
KAgloipatog.

%unv nepiTpédeTe

3.Me to dAlo ¥épt, kpatrote T0 TOU (A)
TOV GULOTNUOTOG KAEIGILOTOG KOl YEIPETE
OTOAQ TPOG TO EUTPOC KOl TPOG TO, THO®
TPOCEKTIKG, EYPL TO DO, VO, AmocLVOEDel
ka1l vo pmopel vo tpafrnytel (Oleg ot
oppayideg Ba omacouv).



‘

) )

jex
) )

4. Aopapéote 10 mopa (A) pe evbela
KkatevBvvon mpog Ta whve. Mnv ayyilete to
dkpo g ovpiyyag (B) vy va 10
daTnNpNoETE AMOCTEPWUEVO.

I

e

5. Apapéate ToV a€pa amd T GUPLYYa




Miaotikn cOpryyo povo:

ENEXH ME TO XEPI

1. Aopopéote T ovpryyo Kot ™
papdo tov gpporov

2. Zrpiyte de&ootpoga ™ pafoo
Tov gUPOAOL pECH BTN GVPLYYQ

\\

3. Avoite 10 TOpO oTpifovTdig To

4. Apoaipéote Tov a€pa amd T GUpLyyo

ENEZH ME XYXKEYH
EI'XYXHX

1. Agaipéote ) cOpLyya

ANY

2. Avoitte to topa otpifovdg to

i

3. Zuvdéote TNV dKpn TG CVPLYYOS
GTO GUGTNUA GVVIEGNC YVpPilovTdg
v 0e€10oTpoa. Akolovbnote Tig
odnyilec TOL KOTOOKELOOT 1TINg
GUOKELNG



®@uoiyyo

H yopnynon pécov oxiaypoeikng avtibeong Oo mpémer va yivetor amd eEe1dKELUEVO
TPOCOTIKO HE TIG KATUAANAES d10d1Kacieg Kol EE0OTAMGUO.

Oa mpénel va ypnoomoteitan donmn TeXVIKN o€ OAES TIG eVEGELS OV TEPAAUPAvoLV péca
OKLOYPOPIKNG avTifeomg.

To okiaypapikd PEGo TPEMEL Vo, yopnyeitat pe Tn xprion eyxvti tomov MEDRAD Spectris®.
Oa mpénet va akoAovBovvTot ot 081 yieg TOL TAPAYM®YOL TNG GUCKELNG.

Kd&0e aypnoonointo didivpa 1§ vidreypo o€ pio eEETOOT TPEMEL VO ATOPPITTETOL COLPOVOL
LE TIG KOTA TOTOVS IoYVOVGEC GYETIKES O10TALELC.

Avapkera Comg HETd TO TPOTO AVOLYUA TOV TEPLEKTI:

Evéowo didivpa 1o omoio dev ypnoiponoteitan og pa eE€taor npénel va amoppintetat. Eyet
amodelytel OTL o1 YNUIKES, PLGIKES Kot LKPOPLOAOYIKES 1010TNTES KATA T1) XPTCT) TOL TPOIOVTOG
elvar otaBepég yuo 24 dpeg otovg 20 - 25 °C. And pikpoProdoyik| oy to Tpoidv Tpémet va
ypnowonoteitar auecsa. Epocov 1o mpoidv dev ypnoomombei dueca, o ¥pnome eépetL TV
€V0vVN Y1 TO YPOVO PVAAENG KOTA TN XPNOT KL TIC GLVONKES POAAENC OV TPOTYOVVTOL TNG
xpnone.

H amoondpevn eTiKETO GTIG TPOYEUIGUEVEG GUPLYYEG/OTO QUGTYYLX B0 TPETEL VO ETMKOAAATOL
v otov PAKELD TOL acHev Yo v EMTPEMETAL 1] AKPIPNG KATAYPAPT) TOV GKLOLYPAPLKOD
Tapdyovta yodoAviov mov ypnoiponomdnke. Oa tpénel emiong va KOTOyPAGETOL Kot 1) dOoM
OV YPNOLOTOIEITAL. AV YPNOUYLOTOLOVVTOL NAEKTPOVIKE apyEia, TO OVOLO TOL TPOIOVTOC, O
apBpdc Taptidag Kot 1 d6om Bo TPEMEL VAL KOTaypApOovTol 6TO PAKEAO TOV achevi.

Aocolroyia

[Ipéner va ypnowomotgitor M YoaunAotepn 000M TOL TOPEYEL EMOPKN EVIoYLon Yo
dlyveooTikovg okomovc. H d6on mpémel va vroroyiletar pe Bdon to copatikd Papog tov
000evoug Kat dev TPENEL VO VTEPPAIVEL TI CLVIGTMUEVT dOGT AVE YIAMOYPOUUUO CMLOTIKOD
Bapovg mov kabopiletal oe avTV TV TAPAYPAPO.

. Evplixec

Evoeifeig KNX:

H ovvictopevn d6on yia tovg evidikeg givar 0,1 mmol avd yAidypapupo Bapovg GMOUTOC
(mmol/kg BX). Avto avtiotoryel o 0,1 ml/kg BX tov dtohvpartog 1,0 M.

Edv mapapével coPapr| kKAvikn vroyia 6t vapyet PAAPn mapd o MRI yopic evprjpota v av
7o axpiPeic TAnpoeopieg pmopodv va, ennpedcovy ) Oepoameio Tov acbevoic, umopei va yivel
pio emmAéov éveon péxpt ko 0,2 ml/kg BE péoa og 30 Aentd amod v npotrn £veon. Mia d6on
tov 0,075 mmol yadoBovtpoing avd kg copotikod Bapovg (mov codvvapet pe 0,075 ml
Gadovist avd kg copatikod fapovg) uropel va yopnynoel wg eAdyiotn d06T Yo AIEKOVION
tov KNX.

MRI oAdKAnpov Tov cduotoc (exktdc amd MRA)

Ievikd, n xopriynon 0,1 ml Gadovist avd yiloypoupo Pépove couatog eival ETapKNg yio vo.
OTTOVTIOEL TO KMVIKO EPMTILLOL.

CE-MRA (evicyvuévn Ue oKIOypaOIKO oyyYELOYPOMI LOYVNTIKOD GUVTOVIGUOD):

Amewcovion evog mediov (FOV): 7,5 ml yia copotikd Bapog pkpdtepo tov 75 kg, 10 ml yo
ocopoTikd Bapog 75 kg kot dvo (wov avtictoryei og 0,1 - 0,15 mmol/kg BY).

Amewcovion >1 nediov (FOV): 15 ml yia copatikd Papog pkpdtepo tov 75 kg, 20 ml yuo
oopoTkd Papog 75 kg kat dve (mov avtiotoyei og 0,2 - 0,3 mmol/kg BY).

. Houdozpixoc mAnBooudc




H cuvviotdpevn 6601 yio Toudid OA®V Tov NAKIOV (GUUTEPIAAUBAVOUEVOD TOV OPOL VEOYVA)
eivar 0,1 mmol yadoPfovtpoing avd yiidypapupo Papovg copatog (icodvvapo pe 0,1 ml
Gadovist ava yIAoypappo Bapovg cdpatog) yio 0Aeg Tic evoeitelc (PAéme mapdypapo 1).

AOY® NG avdpLUNG VEPPIKNG Agttovpyiag ota veoyvd nikiog £0c 4 efdopddmv Kot oto fpéen
nikiog éoc 1 €étovg, To Gadovist B Tpémet va ypnoyomoleital 6€ avTovG TOVG 0ebevelg petd
OO TPOGEKTIKN EKTiUNOT o€ dOomn Tov va unv Eemepva ta 0,1 mmol/kg Bépovc codpatoc. Aev
TPEMEL va. ypnoomoleitol Tave omd pio d6on Katd T dbpkela piog amewkdvions. Adyw
ENLEWYNG TANPOQOPLOV OE EMAVAAAUPOVOLEVES YOPNYNOELS, Ol evécelg Gadovist dev Ba mpémet
vo. emavoAapupdvovtal, EKTOS Kol oV TO O1AoTNHa HETOED TV evECE®V givol TovAdylotov 7

NUEPES.

Amewkovion

H amoartovpevn d6om yopnyeitan evooréPia mg £veon epddov. H evioyvuévn pe okiaypapiko
MRI pmopet va Egkivnoet apécwmg petd (oe GHVTOUO SICTNUO PLETA TNV £VEST AVAAOYQ LE TIG
aKoAoVOiEC TOV TOAUDY TOL YPNCUYLOTOIOVVTAL KA [LE TO TPMTOKOALO TNG e&€Taom).

H Béitiotn evioyvon ofuaTog Topatnpeitol KOTG TV apTnplokn tpmtn 6iodo yio v CE-
MRA kot péoa o€ didotnua tepimov 15 Aentdv petd v éveon tov Gadovist ya T1g evoeitelg
Tov KNZ (0 ypbvoc e€aptator amd tov TOmo ¢ PAGPNC/TOV 16TOD).

Ot axorovBieg Tl1-mpocavatoiicpov elvar Wwitepa KoatdAAnieg yio efetdoelc  pe
OKLOYPOPIKO.

[leprocotepeg mAnpopopieg oyetkd pe  xpron tov Gadovist Tapéyoviar oty Topdypago 3
OV POUAAOL OINYIDV.



