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Docubrlo

coMLMCAnE rDrRlcTA CATRE pROmSIONrgTu nrN
sftYArAtu

Subrtrnfolo {e contrrrt uro confln 3rdollnluns lccomrndlrl rcturllzrto
ulmorc r rsovrlurrll Inlornrflllor prlvhd rcunulircr do 3rdollnlum

In fuutul ccrobrrl fl fn rltc foruturl

Stimatc profccioniet din domenlul rlntt{ii,

Do comun aoord cu Agcnfla Europcanl a Modicamentului (Europoan
Agcncy ' BIvIA) ji cu Agonfia Nr;ionall c Medicrmontulul gl a
Mcdicrle (AlfADM), oofnprnllto cnumcrilo ln rnoxl dorcsc s[ vt lnfomlzc cu
priviro lr unnitoarclo:

Reaarlrlt

o uuliz[ ofcohrao do Agonfir Ewopoanl a Modlcasncntului (Elfi) r
oonfirmrt frphrl c[ tn prutul oorcbrel rc soumulcazl cantltl$ Erici de
gadollniu duplutllizarca cubatanfolor dc contnot cuo confin gadollniu.
Ls rubrtanfolo do contsart ou ligand liniu cun conlln gadoliniu, a fogt
obsoryatf, o acumulare mai lmportantl do godolinlu tn crcier, aompsratlv
cu eubstuttolc de contmtt cu llgaui macroclcllel.
Pen[ h ptrzont, nu cxistf, dovczi prtvtnd sfcctsrce pcoio4ilor ce umlarc a
scumullrii dc gadolinlu tn croler, indlforent dc tlpul rubetangcl do contrast,
Dcoarccc nu so cunogc riscurllc pc totmcn lung arociatc aoumullrii do

, grdolinlu tn fcoutul corcbrrl, E!vIA a roconandrt ouopcnduor outorizeliilor
dc punoro pc piafl ln LJE pontu oubchnfclo do contsrsr cu ligurd linier gi

rdmlnirtuc intravonoml, cu cxcop$a eoldului gadoxotlq gi a acldulul
gadobcnic' cttt vor rlmlno dicponlbilo dou pcnt$ utillzarc ln bnagirtica
hopaticl.

tn aoogt oone, Comiair Europoml (CB) a cmlr ln data dc 23 Nolcmbrlc
2017 o docido cu canctcr obllgatoriu din punct do vcdoro jurldlc,
apllceblll ln togtc statolo mcmbrc alc UB, iu Autorltlglo N4ionalc
compctentc (fn Romlnia AI.IMDI\O vor modifica gi orupcnda
rutorizr$lto dc punorc po pirp, dupl caz, oonform condillllor stabilito prin
Dooizio.
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subilurfolc dc conEart corc conlln aold gadopcntctio vor contlnue c[ fic
dirponibll o numd pontru admlnlrtsuc lntraardcularl.
Do ascmonoa, vor rtrnrlno diaponlbilc tortc gubstanlclo do contnst cu
ligurzi macroclcli cl gl adrninlatrarc lnEsvcnogr! gl intarrti cularl
Profcslonl$ll din domcniul alnltl$l vor utitiza subrtanfolo dc contrqst ouo
conlin gadoliniu ndnai ln citualia ln oaro informrflllc ccilriale pontru
rtsblllr€a diagnorticulul nu pot fi obfinutc flr! substsnp dc contrrst,
Profosionidi dln domcnlul thlt4li tobuio s[ utilizczc krtotdoannE cco
mai micl dozl poalbilr pmhr lmbunltgrce suffcicntr r vizibillrqii, tn
vodcroa stabilirtl diagnorticului.

Prozcntrro gonorrll r
G=rrc,contlq mdollnlu rutorlzrtc la Uf 

-

Eubrtrlfr dc contrert Tlpul ll3rndlor
(crlco dc
rdnlnhtrrm)

Slturflr rutorlzrflcl
do puocra pc plrl|r

Artlron/D otarcmlDohrem
Artluo
(actdssdoterlcl

maoruoiclio (intra.
uticulu)

mcnfinutl

lotarcm (acld gadotqlclt nacrcciolic fi,v.) nontinut!
lrdovirt (radoDutrofl macroclollc fi.v,) montinutl

Magnwlst (actd
SadoPs711s11t'1

llnlu (inaa-
uticulu)

mcnfinut!

Magncvirt (acld
gadopencetlclt

linlar (i,v.) aurpondaO

Multihanco (actd gadobcntd linlu (i.v.) rooulclionatl doar ls
utllizuo tn imrgirtloa
hcpatiol

Oroniacu Gadodhntd\ linlar (1.v,) suspcndqtl
Ootlmerk kadov cr s etant dA Iinlu fi,v.) oulpcndrtl
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Pgtrftt+ Dotrgr( Doramultl, Dorupln,
h),

nl Ordopontr( Ordopnr,

llor hoprtlco.

Iqlornsill supllmcnra'r rcfqltoorc Ia pnblcma dc slgwanlil rl rc1omandttllc
rcspecllee

o cvrlurro cuprlazltouc rorllzrtt do fucnflr Eruopcrnl r Modlcrmonnrlul @lvlA) g ofrrlt
dovozl convlngllorro prtvlnd roumulrrua do 3rdotlnlu lrr orclcr, dupl utlllalor Ingrvcnonrl r
rubrtrnlolor do conrut oorc oroDdn gadollnlu,pctr[t lnvortfuci lnryletlo[ prln nzonrnfi
mqnodcl (RIvf). Exlrtonlr dcpozltclor dc jrdollnlu dh srclor r fort conllmrq do rhrdli crn
mlrout oono€nE4lllo dcirdollnlu prln rpcorofotomculo do mut jl prln crogtcl4 lntcnrltafll
romnrlulul In lorutul ecrcbnl obrorurta h IRM.

Lr rubrtralclc do conuut cu ll3urd llnlu oen con$t ndotinlu a fort obronrtl o acumul[o
mcl lmportut| dc grdollnlu h otclcr, computdv ou rubrtarrplo dc oontrut cu lfurzt
macroclollol

Nu orirtl dovozl prlvlnd rfcctuor paclco$lor fl nu ru fort uoolrtc ofootc nogrologlcc rdvorrc,
cum u fl tulbudd cqnltlvo rru do mlFrn, cu dmlnlrtrrsr nlclunol rubmaali dc contrut
cuo confno jdollalu. Cu tortc oc!ilor, rhoudlc p! tqmon lunj uoolrtr aoumullrlt dc
3rdollnlu h crolrr nu runt cunotcutt, lu drtolc dc rfurql corcrpunzltouc rqnt llmltrlc.

Avlttd h vedoro torto drtclo dlrponlbllc, Inclurlv tnforurr;tl prlvlnd rcumul4ca do 3adollnlu
ln dtc foruturl, pt€cun fl oplnll rlc grpurllordo oxp4l, Blr{A r om6 roomurdlrl plntru I
pnvonf orloc rlcc uoslrt cu dopunonr pdollnlului ln crclor.

so vor rupoodq prla urrruo, rutorlzrillo do punffc po ptE$ pontnr rubrtulclc do conrut
lnurvonouo ou lfrnd llnlu crro confln grdodlrmldf galovoniumldl, proorun fl rubrtr4olr
dc cootsrrt lnhryonoera ou llgand lldu oan oonflu rord grdopntotlo,

EIt'lA a conrldoril c[ nPortul bcnollolu.dro ponuu doril rubrtrnlc do conrut ou lllcrrd llnlu
su rdmlnlrrlro Intrlvcnoul ouu oonlh rcld grdorotlo nu rold 3rdoboulc, orti favonbll
nuoai pcntu udllzrrca In knrglrdcr boprtlol. Acortor rurt pclruto do icat { rc utlllzorzt
pcntn| e vianllze lodunl hoprtlec vuoulon, ln rpolrl ln lm4frtlca cu frrl htlnlr6, ln ogo
nu runt adocvcto dtc rubrUr[c dc conbut, Prln umrt!, ruhrlzr$a dc prurorc po plrfl r
acldutul gadoxotlc pontil crcnlnlroa lroprtlol orto monflnurf h dmp co rutonn$r-ponbu
ocldul3dobonlc ro rortlofloncrzl h lnvodpflllo lnr|hilcc hopadcc.
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Fonnularca lntrutloulul I aoldulul gdopntotlo orto mon$nutt doouocc doza do gr
udllzrtl pcntru l4Jcoflllo ln utlculrlll cor rctzu[ fl au olro pobrbll ca poolonlll U adl
do lqicolll ropltrtG.

Torto rubahnFlo dc oonrut cu lfmzl mromolellcl urallato'grdobubol, ocld grdotor{c fl
grdotorldol . vor rlmlnc rutorlzdc pontu Indlcaflllo rctuclo.

Doooroco rcurndlrrua Srdollnlulul porto $&or ln cazul tuturpr rubrtrnjolol do oonbut cur
soilln gadollnlu, proforloul$ll {ln domonlulrlnluflt vor utlllrr oouto rubrtanfc do contrort
numal tn rlhn|lr tn suo lnformr$llc oronflalo pcnft rtrblllnr dlrjnoriloulul nu pot fr obgnutc
flrr hrglnlct tobunlttiltr d oolc mal nlcl dozo oaro oforl tnhrnltlllrci rufrclootl r
vldbllltgil la rublltrsa dlagnortlculul. Au fort roturllzrto tn conrcolnp lnformaflllc do
pnororlcro pcnru rubrtanfolo do oontut clro Gonfln grdollnlum cuo to mo4lr pc pl4l"

Apel la roportarca nacpllor advcrll

rutpotrtl, uoolrtl ou rdmld!tsuor
Ajcn$aNrfloncll r Mcdlcrmonnriul pl a

hrrnur*rro-d.o,lpe,l."..drsponrbno po prcm 
".0 

.lljillj,'ijifiiTliffiltr*.1i1'ff$
a Dhpozltlvolor Modlorlo (rnurr.urm,m1, h rcqlunllRlp6ilclzto rcrcllo rdv;!,

ffcnt! Ncfloarll r Modlcrnootulul d r Dlrporltlvolor Modtcrlo
str, Avlrtor slnlhrouNr, 4t,
Soctor l,0l l4?N . Bucwgtl,
Romenlr
Fr* +4 021 316 !4 97
Tcll +{ 021 3t7 1l 02
E.moll:dj@114.g

Totodrtf ruacflllo rdvcno ilrrpootrto !c pot reportr fl clso raprozonhntolo locatc rlc
do$nlodlor rutodzdlol do pumro pc pl{\ h urntnuolc drtc do conrrct:
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