
CItr.,

cu nr. LM106E7/10,12,2017 vd qducom rs cunogflntd modrfrcarca t'xtulur ,,comunr'arrl
pr0fa0lonl8tll dln domenlul BHnatatil cu prlvko le racomenderrrr actuarJzate ca urmarc
rasvaluarll lnformaflllor prlvlnd acumula Ea da grdoltnlu''' tn t6outul cErcbral sl In
t.suturr, gsocratc cu admrnrskar.q do substanro dc contfsat carc contrn gadoflnlum,,,
conformltale cu daclzla cE nr, C(A017)704,1 dln 2A,11,2a17 cere provEdo Buspcnda
Eut.rrzatrrror de punare pr prata pcnrru; Mrgnrvrra (pcnku Indroatla tRM e Intragurur corp
IRM crenlan' el rplnala), Optlmark ql Omnlrcrn, Ufllizsr.s Mulilhancsva fi rcetrlctlonr
numal p.nltu lmeglstlcE h6ps cd.

VA ruglm ra lualr mdeurr dc informarc a furnrzorflor da scrvrcfl madrcarc prrn
pc pEglna 6l6ctronlcd a cescl dc arlgur{rl dr iAn{latr, ln loc vlzlbll, a
,,comunrcare drrocu catrc prot tronlrtlr dtn doman/',/ sanrililt . subr{rrrrero
conlrert Crlo contln gadollnum: fCcomendarllc actuallzata ca urmgrc a
informatlllor prlvlnd aoumulare a de grdatlntum tn tasutur cerabrar sr tn arto tosulurr.,,

Ancxdm ln fotocoplc documcntul rcsp6ctiv,

Cu stlmA,

Cae6 do Aelgurdrl dc EdnAtalc .;:;:r ,). ,:.:i:!.ii,rii i?. ::.\:, !jiit'r.).

In rtcnth, ' lr,':-;.- , rj :. i' ,lr,' j;l
DoamnoliDomnului progcdlntc-DlroctorGcnaral ..:*#: - *, -*. -/,f2
In conformiteta cu adreee ANMDM nr. ssggselte.tffi;r;;;;;;
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gadoliniu, cu lnsorsrca toxtulul 6\

Subotanfclo do c
comorcislizato tn nomanin0lTT^*Y:., -c-on1in ..gadoliniu Butorizsto
uaoovlst (cadohurr..,t) _ij_T:T.ltur aprobtrrli uooatei cornuniclrj c

ffiiihfdf'}ffi lb,Y?tT:'ft l'l;:f kffi ffi%,T:n:Hi:g
Deolda CE provcr

'1"1';"ffi ffi ;}if; lh'i;f ;ififi',fjl',,1#t,?*Jp*,i;3ffi 
-vd;^{ffi,t1"?fd',.#ifi 

*;$
auro'zaltito do ouncrc "" ,l'",ltllltll* |NADY va ounponaaimoiiici
;l';iltrg1"_1' jffi ilHijd-;;rnil;ili','""ff,,yi"_ii,p;;,ot*tt**
on *#,ii'"flri"rfit',?'Ti.1fi1ir:ocumontul ,'conrunicaro clho profoaronistri

***ni'i"l*il,,jj, "*iTj. ^iLl:,T'rl: l. 
r'st. transmi'E si Mrniatorului

ilTiiil,':*?:trli?.;igifi i;'$#";dlx1[fi 'ffi'i,.ltH,'Jiilil:i

frtr*lliilgffryff%H:,ll'*T^
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coMuNIcARf, DIREcTA cArnn- pnor[sloNrgrrr 
DIN Do

sAxArAtn

subrtrnforo do contrart care confrn Sndoilnrumr rccomandrrr actuatrzrtourmaro s roovatutrrn tntormriiltdr prtvlnd scu;u[.* ;;fi;Ifi-d;
tn ferutul coiobrofgl In afti lerutu.f

Stlrnato profonioniat din domonlul n[nltltii,

?:::T :::':c-: lsTtla Tur-opoanr 
a Modicamcntulul @uroproan

f":lT:1,:,l$lrj^cuAgonsiaNali"*E"l,rrJ[***rl,jsiT
Y:1'":* ltPry, compantitc Bnrn"ff cto tn ;;il; ''* il ; df#H;priviro la urmltoarole:

Rezumot

r O ensllz[ cfpstuattr jo.ee*1u Europcurl a Modicamontului @I4A) aconfirmst fapt'r c[ rn faoutur combrat go aoumuroaz[ .rrtr,lriil.ii,gadoliniu dup6 utilizaroa aubetrntolor de contrut orro oontirr gadoliniu,r La substarforo do conbaet ou ligand liniu caro oontrn gadoliniu, a fontobsorvat' o aoumularc mai tmportantl Uo gadolintu t r orlt,rr, ;;;;;;;Jcu aubstanlole de €onthst cu liganzi macroilolicl.r P&rd rn prozont, nu oxistr dovozi prrvrnd afoctaroa paoion;iror ca urnaro Iacumullrii do gadorinlu rn creior, llrdrforont do trpur subrtanlor do conhsst.t Doos'rcco nu so cunosc riecur'c pa tormon lrrng eeociate ecumuttrrt dogacloliniu rn forutur corobrer, EldA-a rcoohendat uuepondarou autorizafiilor
do punoro po piafi tn UE ponhu Eubstanlclo Ao iontrtt cu ligarrd linirr piadminisharo htavonoarl, cu oxcopfla aoldului gadoxctlc ai a aclduluigadobonic, car' vor rEruano dieponrbito doupoitru utirizarer tn'nagisticahopatici.
ln ncoet sons, Comisia Europoan[ (CB) a cmls In dsto dc ll3 Noicmbris2017 0 dosizio ou oarsctof obligatoriu oin punct dc vodcro jurrdrc,
apllcabil[ rn tosto gtstalo mombfe alo uE, iar Autoritulila Naflonero
Compotonto (lu RomAnia - ANMDM) vor modifica gl euapondaautorizatlllo do punoro pa pief6, dup[ caz, ponform condtllilor: otabil* fi;

l9-lZ-2017

ILcombrts l0l
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r subotanfolo do oontraat carc confrn acrd gadopontotic vor *ontinua s[ fiodirponibilo numai ponfru adrnlnisharo int.rti.Ga.
Do asomonoa, vor r[rnano disponrbilo to8t6 subst.nrcro cro contrast culigrnzi macroolclicl gr adminrstraro inbavcnoa.s' gr intarrtic,urarr.
Profoalonigli dln domoniul elnlt{li vor urlriza euletanlelo drr contrqrr carocontin gadoliniu numal ln rttualia tn caro infonnaltifo oornlirto pooto
rtablllroa diagnoeticulul nu pot ft oblinuto fere eubatanfe Oo r:onhast,
Profceionigrii dln domcnrur ftrltl1ri tobuio s! utilirozo rntotdoeuna coamai mic6 doz[.poatblll pcnnu tmbuultIfiroe uufiilontf, a vizibilltlfii, tnvodorce stabilidi diagnosticului.

Pre?gtrtsto gencr Ao.fiirrstcars contl4 ggdollnlt! nutorlzsto ln UB'
Subrtanfr do co*rs;i Tlpul llgrnzilor

(crlca do
Sltuafla nutorlzaflcl
qo puDorc pe ptstl+

macrcoiclic
articular)

Magnoviat (aeld

Multihsncc lactd gadifiii
utilizuo ln lmagistlaa
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I Ponlru
fiodlottfl!nt,
t ln Plur, rnodlcamcntolc loncrlco rcrptotlvc (Cyololux, Dotaglr4 Dota$af, Dotimultl,DotrVkton, ordotorrnrur Glurrbor Glditoile,qj g;;*l;iltl*.'*
T u plut, modtcamontslo lonorlco nrpatlvo. (oodooon, oriolur, Gdopcn! ordopcntrl

f Hff t,y"'ffi :'Hlftffi 
.",t jt*lf ;nxliuyklnlm-';l*;;:,,*;*

Itqformafll supllmentare refcrlloara la prublama dc slguranld gt
respectlve

o ovduaro cuprrnzftosro roaliznt{ do Agonlre Buropoant a Modicamontulur, (EtvIA) a oforrtdorozl convlngf,touo prrvrnd roumuruca do 3ldofiniurn orotor, oupa utilrrar's Inhrv'noasl rrubrtanfclor do oonoa.t caro confln.gadollniu.p"nt. r;;;rgrr." rmrgtrtlo[ prrn *ronanlrnagnctlcl (IRM), Exrrtonla dopozrtoror do grdolrnlu otn irotoia ro* oonfrrmntl do rrudil c*om.roarl con'onuag'o do grdo[nru prrn rpocrrofotornorlo ui irce ql prl" .rii,t** r"t.nirtfriromnalulul tn lorrrrul osrsbnl obsorvaio tn IRM,

La rubrtaal0lc d! conc'st cu ugand llnlar oaro oonlru gadolrnlu a fort obsorvrtl o,acumurso

*;|#f;iff- dc gado'nlu rn orolor, .o'np*oti" o'u-ru-lrranfolo do oont rt ,u, 
'ffi

Nu oxlstl dovczr pdvrnd ofootaroa pacronf or gi nu ru fort a.ochto 
'footc 

nour,orogrcc advarrc,cunr rr fi tulburlrr cogrrtrv' nu do m!|ouo, cu aumlntrtlroi nrcrunor rubltmro dc conbartcarc oonflno gadounlu, cu toato acortoq rrrcuflo po tonaon run3 arootatrr aoqm$lldl dogadollnlu ln craior nu lunt cunorcuto, |rr aatotc Uo ltnrrsnll oorupunxtogo lurrt ltmlrrto,
Avlnd tn vcdorc tooto datola dirponlbilo, lnolurlv Inform4ti privrnd qcunulupa do gadolrnruln alto loruhrrl, prucum gl oplnll alo gnrpurllor do ,,a"i;'ilft a omia rcoonrurddrl pcntnr aprovod orlol rfuc aaoclet ou dcpunonr gadollnlulul tn uolor.

Sc vor srupondq prin uurara, ButorizsrlllG do punoro p0 plap pontru oubrtan,lato do conhastIntrvonouo ou llgurd [nrar caro conflngadodramrdr, i.al"iirr,r,r,id!, prco'rn 1l lubrrrnlolada conhast lntavonoaro ou ligand lbiar iaro oonlln arfa goOrprna,i",

BlvL,a a conrldcrst c[ rEporilr bonoficiu.dro pontu dou[ rubrtants do conbut cu lrgurd fintuou admln'tnro htravoqo'l caro oonfin acrd gadoxotrc rau ssrd gadobonrc, osro favorabrrnunsi pcntru udrrzarsa In rrnagrrtlor hcprtio[. Lo*oa runt proruati a, nrrt gir, 
"uiur*p.ntru a via:rllaa rcdunr hopatrcornrcurrro, tn rprolal tn Imagrotroa cu f""t hil;,q i;;*,

''u 
ru[t adacvsto slto aubrtanls. do con'art, Frli urmarc, eiiorlzalla do pu'ori d,ilie ;acldulul gadoxotrc pontnr oxa'inull hoprdrr rrto t."rr"u.a h ump co autorkalra ponh'acldul grdobonlc !o r6lblcllonoaz! la tnvidgcllilo lmrlilii.. iop"uor.

Y 7l 'f
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Formuloron rn*sarticure'' a aor-dulur gadoponr'tto ort! nontrnuu d6orr!c0 doza do gadornruufllizat[ ponhu lqfeofrrlo rn utrouratlt olto ,.lzutr qt nu .aio Jrouuuil ., puoronfrl rr rrbil novolcdo i4jcofll rcpotlto.

Toato rubetanlclo dg oontsrt cu llganrl maoruclclici tnallato . grdobutsol, ncld gnrlotorlo glgadotorldol . vor r[mAn! 0utorlrds plntu lndtcallllo actualo.

Dooaroco acumularoa gadollnlulul polt6 rplror h sazul tuturor substenrolor do oonhsst caroconrln l|dlllniu, ptoforronlgtil utn aomont]ur .r'eter[*i ,tiliz' rc.sr' lub'rhnfa do conh'srnumal ln rlh:afla ro caro informallilo oronlrdo pontnr ruuflrrio ir"gnortrodur rru pot ff obtrnuto
H. *:ql{" rml$&!fr* Er.oolo mar 

"trrr 
a-rr, .*r "ifr Bhbunlrdrtuc' suffcrontil avlzlbl,lltgil rn otrbluroa drc'nootrcutui, eu ro*,rtuar-l""to tn oonrocrntl lnformaflilc doprocodaro pontru rubctnnfolo do oonE6st auo confn gadollnlum orro rc monllr pB plBfL

Apel la ruporlarea rcacflllot advarcc

*i:.]gt.nyt rE raportell od:o *lgFg advora[ rurpcotatq sroolalt crr sdrnlnlrharsasubstsrforor d! contresr c8r6 congr ssootint"rn .ln"-ngcifii;i";rd; il{.iifi;,ffiil;i;Dlspozitlvolor Mcdrcrtc, rn confornrttato ou rrrtomul na]i"ilgr ag *eorr*o rpo,ntrnl, utilrzllndformularalo do rapor'taro drroonrbilc po prgrna wou a alonjiit Natronalo e Medlcamontulur rra Dlrpozltlvolortredtcaro (mvw.aruri,ro), in loo1t.nc" filJrtiizl o rcac;ro advc'r.Agcnfl r Naf loartl r Modtc_rnoatunl li. 
-Urprlitivlior 

lvtooleetoth, Avlstor Slnltorcu Nr. 4g,
Soctor l, 0l l4?8 . Bucuroqtl,
Romttnla
Frxr +4 OZt tt63497
Tot+402t 3l7tt02
E.mrlll l4rdrnm,m

Totodrtl, rorc!fllo ndvorao luEF.ot'to ro Fot ftporta tr c!ts. r.prrzont',rclo toc.ro arodolln[torllor rutorlatlol do punoro po pld!, ls um[toarolo dato do sontrch

Erdrll hrmrcovlglhnit hon0llo

021 518 19 09

07$ 50J 64r

Dh|tmrcovlglhno.Jomula@bryff ,
02t 5?8 

'9 
09

0?23 50J 64r

phurnrcov15lhncl_romuh@blyot,
60tr

021 JIE !9 0t

0?:3 r05 6,t8

phrnnrcovlgllanol@owqphmnr,m
021 260 13 11
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