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Agcntta Euro_pcanl a Mcdicamontului @uropcan Modtci

Lr.t"y. - EMA) ei cu Agongia Naflonure a NacJtc;o;;;il;;i5r';ffi;:
Y::::*!|s-p, compan lo onunerata tn ancxl dororc sE v[ tnformczoprlviro la urm[toarolc I

Rezumat

r O anelizI ofootuatA do Agonlia Er.uopcanl a Mcdlcamontului (ElvIA) aconfinh.t faprul cE tn lcsutul corobnl * _"".;h;;';;ilti\ mici dcgadollniu dup[ udlizarca rub*angclor d. 
""**i'"*-*"n1.r Jl"un",r La subetanfolc do conhasr ou ligand lhiar ; ;;d,r;;"L;, 

" 
ft*obsoryattr o acumulara mai lmportantl d! gadolinlu fr, 

"rif*, ""rp*"tf"cu dubsta$fclo dG contaat cu ganzi macroiiottci.. Pgn! ln prczont, nu axirE dovozi prlvlnd afcctsroa pacionlilor oa urmaro aacumullrli do gadollnlu tr crelor, indiforont do tipui euisffi l-o 
"onorrlq Daoarcco nu sr cunosc rircurile po tormon lung *""J"'"""r"fa"i O.gadolinlu in fesutul corobnl, EMA a rocorr*Out,--urp"nlrr"u-"il.rir4iif o.do punoro po piep in uE pontru substanloro ao oooi"rt o-u iig-;;fini* qisdminisrars inhavonoerl, cu cxccpfie actdutui ged;;;; iia-acrauluigadobonio, oaro vor tdrrano dieponlUiio ao* pont i utiii"*" i" f""r*r*"hopatlcd,

lli:"r, r:"1 Comilie Europosn[ (CB) a omh ln deta do 23 Noiombriozurl o cocrzlo 0u carsotor obligatodu din punot de vcdoro jurldlc,
apllcabtt[ tn rosto statolo rnombri ato uE; fu-;il6h'iil;"
Compctonio (rn Romtnla - ANIvDI\4) 

"* *"aidrr ''ui ,"i"."0"autorizalillo dG punoro po piai4 dup6 csz, .;"f""" ";;lrlil.l"u,i,"rii"
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Substanlolc do oontrsrt caro contln, acld gadopontotic vor conthua s! fisdieponlbilo numal pcntru adrdd;EJrc inhBarticulBre.I Do asomcnoa, vor r[mano disponlbilo toeto subetenlolo d€ contrsst ouliganzi rnaoroclclicl 9l adminletaro int"vonor"l 9f intuu"t*turi, 
-

r Proforionlgll din domontul 8[ntrtqil vot utlliza aulsr:nlotolo-oo-i*, o*oconlin gadoliniu nuugl In sltusda rr, 
"a.o 

infono"1il ;Iitjel*o;**
dtabtUroa diagnosticului nu pot fi objinuto n Jr"Urniiia*"i*.ir Profoelonittli dtn domonlul o6n[t6fi uobuio ,[ otiil;"-o;;l;;;* ,""
Tl d.6 l:f.ry1rbil[ ponbu r,nu*ltrgorrufliionJ",Liuffiri, r,vcdoroa rtabilirii diagnolticului,

gubrtufr ac coniEi? Sltuafa auiorlzaEii
de purero pe plalir,

A*ircnlOoiaromrE6ffiE
Arthro monlinutd

Megnovlet (acld

Magnavizt (actd

o (actd gadobsite lintu (1,v.) rortrictionat[ doEr la
utllizaro lD llnagisrlcg
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. Dor6E!4 Dotrmuhr, Do,up

9,1*::pl-' 9"_*1 o.'d;;;iil;;;il;fi ;il;iil;,:d"il;ffifi ili.'"lliiiTiof il,'J*'*oon"',"r.
umern.K, Msgr.lrr4 itqo,ooru*. v";*r.0,lo9l:l'jldll|r't coSoecnt, cldoFonrrr. cldopur,

:rffi t'* j11,%:flt*:nn**ia]Y,#",n1#"'m,! Actdur pdoiotro orio r"a1.'r 
",iiii'piiii, iliililiii,jlfrllilfolr?runrro. r,oootroo.

Info nolll Eapllmenlare referlloorc Ia problema de s4utanld il reaomqndd lerc6pecdy6

O Gvalu8rc ouprlnztrtoqG rosllzat! do Agotrtia Eurol6rlu ! Madicamontulul (EMA) 0 oforltd-ov.zl convhsutouo pdvhd qoumutsroa d! gaaotiniu tn orctor,lfiiiiit .j",,iol".""*. 
"

Eubtt$lolor d. oonharl clra contln Ead(
muguotr"r (nrro. ixri:fi i*ffi il:""' [ilJ,,'"Ifr f]:,#n",ff$,#.,i'il fi'iltrmaloEr! oonoontrallllc do grdolinlu Dltn rpootsofotor.Uo ao nr*f qi irfi"ffiJfn,on f*6i6firslulul ln lorutul dorlbrat obscrvrtc h IRM

Ls tEbrt&lolo dc.oontrllt_cu llg8Dd li.dsr o0!o codh Igdolh u I fost obrcrvqtf o.acrunulql!

;flril,r"i,fn 
do sedoUntu tn orctor, compuedv ; .trn"pr.'j. ."^"Li cu ttganzt

I:jiir: 1",:."lp.n"nd.docru6a pactollllot li ru ru fort sloct r ofollc DEurolo8lc6 advcrls,cum er ff.tulburad cogdtlvo rau do mlqost, ou odr nhbaro. nlaluncl rubrtalfo d! conuasrcaro conflno grdollalu, Cu toaro aortoq rtrcurllo po tri." l,]n!'*".f.rlJi_rluf O.SBdollnlu h orllor nu runt cuaoscut!, lr! rlatoh d6 llgronlt oololpulztrtorro runt llrnttdq,
Avlsdtr vrdoro torio drbl€.dtrponlbll!, lnclurlv hforElslll pdvlnd scut ullloa d! gtdolhlu
l"-11'-11'iYll T'T tl opinil 610 Fupurllo! o..*r.ar, iri" i'J'Tr"*#iL oon* oprgvell odo! rllc EloclEt cu dcpurcrcr gldollrluh.rl to orolcr.

:.j::_r:Tl ,rt 
tq urE8rc, outort?aflllo.do.pullro p! ptag Fontu lub8trnlol! d! cobhsrturqlcloorr 0u ligand lLuiir cnr€ condD ladqao",f ol g"oo"*.itorntd4;;;;;j ;ror*1.1,do coausrt htavcrroaro ou llg$d lLoior iaro oon,h lold grdopcntoilo,

EMA o conlldorot cB rrportul b6rcflalr.t.rlls pontsu_ dou! lubtLnF do conFslt cu llgmd thiar
ll_.1_t1:T*_.ll*"6nola[ caro congln ecta grdr*otl" ,"u'i.'ti-s"loi-0"*", .# o"o*ounurnEr pootu udltztrae tn tmrgtrtlca hapdtor, l,"orto" ,*r pr.t*ti a;;;iil; *1i..*pchtnr ! viaulizr lcdud hcprtlco vuculiaro, ln rpoof"f fn fmrgistf." 

"u 
i* forirf"n, ,o o.*nu runr rdGcvac slt! subrtatrtc do conhlrr, l,i, unnaro, 

""-iii*i. iieili"'p. o,qe "acidulut 3rdoxadc pontlu oxis nu.r h6pntoe.ortc manttnuu, loiiJp ..li*rrrifr" p."*soldul Srdob.nto !6 ralElo on6sz! la hvcldgoltto tr.gtrttro ilopltiro-.' 
'- "-.",..

mqcroclclic (i,v
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Toato subltqlol€ do oontelt cu llguzl msoroclcllci ntallzlta . gsdobutol, rcld grdotarjc flgldotoddol. vo! dtnlnc lutodzsto lontu lndtcrllllo !cttrl6.
Dcowco acumuloroa gldollolulul Dorto
.ootrn.g"ooil,,r.,,piorbiio-ori*6il;ffi ilt:ild,fl l'ffi '.Tj jil'J,f :ff ,:"iT[fiDunal In rltullla ln csr! lDfoltnrti o olGni
or,. Lneghu; ;iuo,;,il';il:'i;T:llH:iXT#:**,:llT'*Hi#J:,,,1i|1i.":
l1*1llll rl lrabrulaa drrsroltrcurur. 

1: fo!: *"rrr;1" l; ;;;frl illo"inapiro ao!rcrcdoto Fqocu lubrtantola d! coiFo.rt olr! confln gndollnlurn cuo,r iarilf".ra-r.fe,

*l_t:.H:::,lyf*a!-tr ! aqld$lut godolrntodolrro nonitruu diolrlc€ doza do saduElEAro ponbu lrtjcoliilo ln lrtlculrtll clto l

do injcolll ropststc. lcrzut! !l ru 
'tts lrobsbll ea Psolonlll s! 4b[ I

Apel ld topo srea tuacqllor odve\B

-Btl:,-titt1y, 
a6 

'ponql orlc€ rerctb.. rdvlfrf, .,ucp!ot!ti, sloolstl cu qdmtDtffiaraE

ffiHrf,l".i"'j'l:1ffi,;il..:"il'J'flJpT."u".agqiroNrrroi"liiii*iiou#ln*ruril u

tffi fi,1i:i:i*ix"j;,"td:#:iii."1}$ffi ,,iiHt#:,'l:fi H*.Tllrtl
g"yqy"r1i"_ty';iffi ili:3i1iilt$rfi llil,'.ff orcrcrhsdv*'l.
Un AvtElor glndtGrsu Nr, 48.
Sccto-r l, 0l l47g _ Eucur!9!,'
Kgmg r
Flxr +4 021 316 34 97
T.lt + 4 021317 lt 02
E-lr|B[: sLl@$&,E

T_ohdrt4. rorcllilo Edvorls gu.rlooEig !a Fot rEFqds c!U! lolrszlatonfilo locslo rlcdqllntrtodlor .utorlzallol do punoro po plag rt unutosrllo drt! do oouir4t:

Danutnltr
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00[|

0:l r2i 59 0t

0723 505 64E
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