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coMr.rNrcARD DrREcTi CATRJ. pROrEsIONrgTIr DIN DO
sAxAr.{1u

subrtanfetc de contrsrt care confrn gadolrnrum: rocomandtrrl actuartzntourmarG a roovqlutrrll lnformaiulor prlvlnd acumularer J;g"d;,I;il;ln fecutul coiebrn[g] tn rtto loauturt

Stlmato profoeioniet din dornonlul s{ntttrfii,

Do comunacord cu Agonfla Europoan[ a Modicamontulul @uropoan Modlcinos

*::^i:;;,:Ht ju-leonriL.uafl o,.r e ; M;;;ontur ur si a D i opozrtrvor orMedicalo (ANI'IDI\O, compani,o onumoroto h ;il;"# il;il'flHl]:,JJpriviro la urmBtoarolel

CNAS-CLawback 0372309160 >> 0256291184

' ln acoet Eons, comieia Europoan[ (cE) a omrs tn data do 23 Norembrio

::,11^:,,0...t10 
cu car&ctor obligatoriu din pund de vodoro jurldlc,

P::lll1^* toat6 Btaiato mombro alo rrE, * etr.i,tfrfr'il1,*";

lutorizallllo 
do punoro po pialtr, dup6 caz, conform.;"dililr;;J,,;il;;

Rqunsl

e O analizE ofootuat[ 
lo.lg1"qi" 

Europaan[ a Modlcamonrului @lvIA) aconfirmat fapful c[ In leautul corobrar ao aoumuroaz. cantrttrli mici dcgadolrniu dupl utilizarca oubotanfclor do contrast caro contin gado,niu,r La eubstanroro do conkaet ou rig,nd liniar caro confln gadoriniu, u fostobsorvat[ o acumuloro mai tmportant[ ao gaaotiniu ln ciolo., ;.d;;;cu oubstanfolo da contraft cu liganzi macroJiolicl,o Pf,nd In pr€zont, nu oxiatl dovozi prrvlnd afootaroa paoionfilor ca ur'aro 0acumul[rli do gadollnlu In crelor, indiforont do tlpul oubstanfot ao .ontaetq Dooarcco nu !o cunosc riscurilc po tormon rung arooiatc acumur*rii dogadolinlu tn feautul corobra,l, EMA a rocomandnt auopendaroa autorizaliilor
do punoro po piap In UE pontru oubotanfolo d6 contaot cu llgand liniar gisdminiskaro intravonoaa[, cu oxcopfia acldului gadoxctic +i , ..faufrigadobonic, c0r6 vor r[m6no diaponlbiro doer pontru utirzarc rn rnragisticahopatic[,

Deoizio,

Dooombrlo 20I
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I
Substdnrolo do contrast caro confln, acld gadopontotic vor contlnua s[ fiodioponlbilo numai ponru ramf 

"f 
rrJr. i";il;il;r Do asomonoa, vor rlmfno diaponlbilo ,..i.'rr'rr*plo do contraet culiganzi macroclclicl pl adminlrri*. f"".rrr.La j intaartlcularl,r Profoaionrst, din dornonrur srn[r[[, 

".r "tiii;;;;tanforo do oonharr caroconlin godoliniu numal In altuolia I" ,; irf;aflllo ooonfialo pontr.rstablliroa diagnoaticulul nu pot fi obfinuto ilrl euUetanp do contraslr Profooionigtri dln domonlur oun[t61ri u'.ur" ,a ruuzozo intotdoauna cosmai micE doz[ poorbilE p.ontru tmbunlteghoa suflciont{ a vizibiilta}ri, Invodorca stobilirli diagnoaticului.

P.uruoto

149 confln sndollnlu nutortzato tn UESubrtnnfa d;;o"tr;rt Tlpul llgnnzllor
(cnlca do

Sltunfla rutoilznlii
de punero pe plnil*

a* irornrD o tarEffi o-iil0il
Artluo
acld gadotcrlc

articular)

Magnoviet (a-E

Magnoviut (acld

Multihanoo (*td@E r"l c) Iiniar (1.v.) roatriclionat[ doar la
utllizaro In imagistlca
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ruot mlnllnuto, iu ootuallzrto

* Pontru prodiiiii
modloomont.

l#f,.,*frlleiff d;Til::t:11i".:iJJ,JpJi:'ffi ili",'rqDor.rtrr,Dot,mu,*,Dor^,p

Ffir$'it#1fr:?itff {*,:ifi fffi i{fifr fr[il#,ql*,'*;;:;:,::::;:::'..u.i,1

rnformal'suplrme*are ruferilous ra probrenta dc srguranld sr rccomanddrreretpacllva

O ovduaro ouprlna{toaro roatlzatd do Agonlla EuropoanA I Mcdicomontu.lul (EMA) o oforltdovozl convlngEtoaro prlvlnd roumulnroa ao gooounr'u rnlror*, dup[ utlraroo InhavonoaoI arubotan;olor d6 oontr,sr coro conlln.gadof f 

"i, 
p."* i"r.iirg*., t nugtrtto' prln rozonanllmrgnodcu (rRM, Exlrtonla dopozrtoror do goaoirniu arr'.rJr c fort conJlrmlt^[ do rtudlr cuom['0ff6 conconhaililo dc gadoilnlu prto rpoit oriti,n.or, i. **n o prrn *oqtoroa rnronert{}ilsarnnalulul tn forurul oorobrol obsowato n mt,

Lr aubotmfolo do conr06t cu llgand llnlar ooro contln gadollnlu a fogt obcowat[ o,acumuloro

:li,l,:ill". do gadoltntu rn orclor, .orp"r.,iu *-r"io,*1oto d6 oontrur cu ilgaml

Nu cxietl .ovczr prlvhd 0fcct*o6 pacion[,or gi nu su folt ,socrato ofooto nourologrco odvcrae,cum $ ff h{burarl cognltlvo rau do ml{caro, .u.a*frrfrU,*" nlclunol Bub'tonlo do contractcaro confino godolrnru. cu toeto rco,rtoa, rrrcurrro pr ri*.i lung osocrato aoumurlrri dogodollnlu ln Qroior nu !unt cunoscuto, lar dotolo do ,fC**l[;;*rp*toa!6 runt Ilrnl.oto,
AvA{d tn vcdoro toato dotoro drrponlbro, rncruorv rnfomrr, prlvlnd acumulnroa do gadolrnruln olto l.!utu,l, procun ql oplnll alo ,,upullor do .*ffi*;; a omlr rooomondlrl pontru oprcvon! odoo rhc aloclor cu dcpunoroo gado[nlulul ti *oior,

IrJ::jlryq ,*. yTo*, outortmflilo. d0 punorn po plal[ pontru subshnlolc dc conhsrtrn*rvcnooao ou lrgand lrolor caro conlin gadodranrdr, iouov.irotarnidtr, prcoum rr uuustaotorod6 contr..ct htr,vonoaao ou llgand ri"i* ouro oonf io ,oil0.i.i".,r.,
EMA a conardorot c[ raportul bonofroru.rho pontru dor.r[ rubltmro do conrra!t cu Igand nnrnrou sdmlnlatmro lntrovono*l caro oonfh ocid godoxotlc lau acld gadobonlc, ooto favorabilnumai pontnr utlrlznroa tn rrnagletloo hopattol, i.ort* i*i pr.lurto do flcst gr ro utllrzoaz{pcntru a vizualiza lcaluni hopatlco,vor.rl*0, tn,pooluf fn frr'sletlcu cu fazl lntAniattr, tn oaronu runt odocvata slto substBr[c. do conrut. prlr urrnaro, oitoa"aliu d, p;;r;;;,;qo;ucldulul gadoxotlc p.ntru oxam\11cl tropottoa orto ,oor,i,*-n" 

" 
trmp co uutortzolra ponkuaoldul grdobonlc ao rordoflonoaz[ ls lnvcdgatlilo tm;gilii.r'i.r"u*.
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Formularor lntraarticuru[ a aordurur godopontotro 0rto montrnutl doonroco doza do gadornru

;1ifttfi".:H,ll.:ori,6 
rn 

"'dcuraru 
;;;;-dil*;i]o'ili.ou * r*ronfu oa aibr novoio

Tolod[t{, roacllilo udvcruo Eu0pootato rc .pol roporto ll cltro roproeontenl€lo loc0lo slodolinltorllor 0utorlznlror do punoro po plaf( Ia urmltoarolo dato do conract:

Toato aubotanlolo do oonhart cu liganzl mqoroclcllsi aiallzst(gadotorldol . ,or ra*ero ortorirrripont u tnai*iii;ffiff. ' godobuhol, ocld godotorlc gr

Dcooroco acurnuluoa gadolinlulu.l poEto !p&a[ tn cazul tuturor rubatmfclor dc oonhalt corcconlln godollnru' pronaronJeHr dh;;;;i;;;;ffiffii* .oo,to subsr..nro do contrarrnurnar In rrtuorro rn coro informa[rro ooonunro p*t ri*Lirrr."'orrgn"rtroulul nu pot fl obflnutolxr[ lmagiotlil lmbunltlHta pt coro mol riri 11* .*. 
"r.r[ tmbun[rtrfrroa ruficronttr avidbllitdlll tn rrrblllroa dlagnootlculul. Or r"ri r.*r.:l*_"prosodoro Fonuu rrur*rj. i, conhest c.ro conf," rro;*,,,,,1#:ffi:llhT.frr,llr. ,.

Apel la ropotlsred rucfillor odvarsa

l;l**ru***m*,'"',mti*lffi mirffifri*fr

Scctor l, 0ll47g . Bucurogtl,
Rom[nIa
Fax: +4 02t 3163497
Tol: +4 021 317 102
E.rnoll: nclrrdmrn,m

EEltll llrmrcovlgll.nlt Rom0trlo

phrmrcovlgllrnro_romania@bayor,
g0m

02r 52E 59 0e

0723 505 6{8

phormnoovlglltnoo-romunla@blyor,

00ln
02t 528 19 09

0723 505 648

phrrmaoovl jlhnco_romanla@blyor,
00m

021J2819 09

0773 505 648
Bmoco Imaglng
8,p.A,,ltrlh pharmrcovl jllonco@!wopharm!.ro 021 260 13 44
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