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Myfortlc (rcld mlcofonoilc): rrro grnv do terntogonrtate - Informrfil nolrofo rttonro ra provon rro. rntirnil, od totoii.tnt moilon-oiii li rrn,

Stlmnto profoslonlrt dtn domcnlul sf,ntrtifll,

|j*:::'i :r.lll'9, -ou, l_q::_tin " 
Nu{tonetr_ a. Mod tonmonru I u I s I a::llryil:- I?ytfrF doioeti ,r vil ;iffiio il;ilililTh,ilJdti'f

H1"".'illffl"l'i',1lll^f:.*:"1, l,ll,lqrr ;r,i9i,!iil;itr il;;l;'iii'6#;T,H'
f |::f pl[)._hp-'gtlf f f rao,tiur]orm;;;i;i;T'il'ilffi frr:,'r",ilili'fi lil?,I
;t,1?t1iit;*'llL'*".1,:i*:* jf*ji,f -;it*,iri,,i,ii,.tiffi ;ii#,fr:llljrl
::ld;l,*l':lT?1:"-y:ft1sturfiffii;;i''l'llff;ilii1fi",'ni,"ff;,iH:11cub forml do mlcofonolat dc sodiu.

Remmatul hfornalilIor ltrlvlnd slgurnnla

Mlcofcnolatul osto un torntogon umnn putcrnlcr 9&16, rn cazur oxpunoril rnoroeto rtscutda aporrfro a nvorturui rpontiin ii" rnrlrtihiiirrrililis[,;ffir.,

La punctuf 4,3 ul rozurn'turur 'nr'ctorrstroiror produsurur s-au nd[ugnr ucontralndlcnf ll:

rMlcofcnolstul nu rc vu adrninlstrfr ln rarslnA, cu cxcepqla cazurilor indlsponlbll un olt traramcnr Errcrnrtlv odecvuide'prrrilirr"; ,rjrr"rri'j. ,*

rllicoferchul nu r+ r,r rdnirrirn ftmcilx rlllr ln ftirrdr fcrrillrittluarl nrctsd. dr crrrcqtit fanrc Gfr{xt

t 
l:lo: a c.tclude posibiritnrca utlllzdrii occldcrrtslc ln rinrpur snrcinii, rrnmrcotcnotat nu trcbule Inlllnt In fenrolle aflnte ln pcrloodn fcrtil[ cnrc nuunul tcst do rarclnd cu rozultst nogaflv,
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Modlcll so vor aolgura o[ fomolro gr b[rbegil caro utllkonzfi mlcofonolot lnlol
ofocturo n {ttulul, nococltntoo utilkJtrlt unor nrotodo contruccptlvc c{lonco-gl
do o sorrsults lmodlqt un modlc, tn omul In coro oxistl porlbllltotoo aparlllel
so vor punc la dlspozlllo mutsrlalo oduoellonato pontru o proEonta tn clottrUu

lnnlnto do Incoporoa tratnmontulul ou Myfortlo, pcntru o oxcludo probobllltntoa r
uccldotttalil a ombrlonulul la mlcofonolat, fcmollo oflsto tn porlonda I'ortilfi

Rccomnnilllrl supllmenlare pilvlnd testete ilc sarclnil

ofootuozo un tost do surcln[, rocamnndfrndu.go roallznrcn a douil tosto de snrcl
probo do urlnH eau fl6r, cu sonslhllltEto do mlnlmurn li mul/mlt al dollsn tesl
h Intorval do I - l0 zllo da la prlmul tort gl Inrcdlat lnalnto do Tncoporcn lrntun,
Myfortlc, Tostolo do anrcln[ trobulo ropotlto orl do c0te orl osto nocosar clln puncl
cllnlc (do exomplu, dup[ raportnron unul dccnlqj In uflllzarca contrncop[iel),
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tuturof t€stclor do srroln6 lrobulo dlcoutato ou paolontn, psclontolo trabulo Itntrorup[ trohmontul flr, daoil rumon gn-rrailit uo.rczo Inradrat modraurur,

Recdmandilil prlvlnd contrnccplla adrcsatu athtfemcllor, cflt St hilrhalltor

I:To]lo ll-F Ir pcrlorda fortilt rrobulo s6 uflilzozc simulran dou[ morodo ofl
::#:1Xifl*llillljl Ll*llj,_o_ojtl,*nturuteu r,,rvrortrc, ii irreuior*turn, cdt el
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gnr0 ltptlm0n i dup[ lntruruporoa tr*tamontu I ui,

B[rbafllor sctlvl roxuat (rncrurrv goror vsscstornrznfl) H so rocomand[ sl
Hn:*'* :,:j?111y'l.pr trmp.ao coi-p,rr,, i'o oi rlt ;il;i;;;,p*,r,pr'u.rv'tivo p0 dur'tr traumonrurur eltlmp do col pulln gb oi zilc aupJinuorupo,In plus, partonorolor pnalonlllor Ul'rU.fi if-* rscoffisndd str utll*orc motodar  r r . v l v H v  v i

ir"l[l1i1,j:lT",.J:.{1tI:ry1,1:nruiut, oir qt triip ilsliai"ziio*uupn urtrmnMyfo*lo ndm Inletraffi pnctontu lul UAiUui.

Frccaulll ttupllmtnhre

Afcc{lunl cordlsco oongonltnl6, pfocum dofreto do ecpt ntrlal pl vontrlcular;
Malformalll faclulo, procum cholloschlzls, pnlotosohlzh, mlcrognatlo pl hl
orbltsl;
Anomalll nla oahllor (do axenrplu, coloborn);
Molfonnoll I nlo dogotolor (do oxornplu, pol ldactll lo, slndactl llo) ;
Mulformotll truhoo.csofngiono (do oxomplu, arrozla csofaglan[);
Malformafll ale eletomulul norvoe, procum nplnn blflda;
Anomulllrtnulo,

Faolontllor ll so Intsrzlcc donaroa do rango tn tlrnpul trotamontulul cu rnlcofenolnt plcol pufln 6 r[pt[m0nl dup[ Introruporca-acistur;, pilffitri;;;ixlnarcuttn nu tr
*:n:"f rgll tIl: l trrtarrrontuiuI ou *lolionor;i, piiirriir ;ffi ;, col pulin0uptr rntrorup0r0n ncostuls,

Inlornulll tupllmentnrc rderltoart la pruIenta rctuallzart a datelor prlvlnd

Recomsnddrllc dc mai sus survln tn urmr uneI evrlulri cumutarivc a drfectclor c,
csrc su conflrnul c{ mlcofcnolatul esc un tfftttogrn umrn puumic g |lr prtrrr*r
nigmlti unui prscrnr cnnr$t dc ndffrErui c.,.6a"lrti r nqtln ,srrffi
*ccirrt cu utilirerrr micofrmlrrului ln csnFnrl* n, rtrt fiE{HnGr*

r $'uu lflForltl cazuri dc ol'orturi rpontsnc h 4i.zs . .lg.,,r dinrrc femcrlc gnr idc
rrricofenolnrul dc nrofetll, compurotlv cu o rotd dc l2,ll% rnpontrn t0 p6
tranrFlant do orgnno rolldo gl trntnfl cu srts lmunosuprcsoarc dlcar rnicoic
mofttll,

r Po bEzu raportfirllor dln litoratura do rpoclalltato, enzurllc do rnnlformnfll au
cazul a 23% - 2?% dlntro nou-nfiscu;ll vll nl clror mamc 0u fost expuco tn rn
do rnofotll ln tlmpul earplnll (comperatlv cu 2% . 3% dlntrr nou.nltooufll
populafla gonoralfi gl cu 4% - i% dlntro nou.nsscufll vll nl c[ror pilrlnfl cu tr
solld do organ Bu fost trntafl cu altc lmunosuproroaro dcc0t mlcofonolatuiao mc

Col mal frocvcnt s"au roportat urmltosrolc rnnlforrna{ll (lrrcluslv nrnlfonnnlll nrultlplc
' Anomalll sla urochll (do oxomplu, onomulll rlo formnro Bru nbsarila

oxtdrnc/modl l), atrozlu esnolulu I aud ltlv 6xt6rn;
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Mulerlale edacaflonatc

taratogon il mluurllo do prcvonlro s rarclnll,

Apel la rulrotlntea du rcaclil advene
Estc, lmporta.nt $ Iaportall orlco roaolll advomc suspcot't', as0cl6to cu
modlcsmontulul Myfortlc (acld mloofonoirc), c[tro ngonila Nafionalfi n Mcd
Dlspozltlvalor Modlcalo.(w_wwgnm,ro), ln conformi-tatc cu sistornul naflonol du

Doflnfitorul autorh*flol do puncro pc plufl va transmlto matorlalo oducnllonalo
dln domonlul arn[ttrtll, daostou- vor tntlrl ntonllonlrilc fii"lno tr
mlcofcnolatulul, vor faco . rooomondlrl prlvlnd .ontraoiffla 

'inalnto 
do

trntamontulul, In tlmpul gl dupfi torupro gr vor aubllnla noccsitatea cfoctuilrll
sorclnil, Madlcll trsbulc r[ fbrnlaozi fomollor oflnta ln po.unao forilld 91, ipuclcnlllor do sox masculln, lnformolll comploh ndresrto iaotontutut cu privlro

apontanil, prln Intormodlul ,,Flqol pontru raportsrcq spontan[ o
modloamsnto", dlrponlbll[ po paglna wob a Agonliol Nnlfonolo n
Dlrpozltlvolor Modlcalo (www.anm,rc), h eocfrunia Modlcoironto do uz
roac{lo advorsd, trhnlstr ofitro:

Contrul Nrllonal do Fnrmncovlgflonfil
Str, AvlntorSilnltcsou nr,48, Soctor l,
0l 1478 - BuourcAtl, Rom0nla
fax: +4 021 316 34 97
tclr + 4 0757 ll7 259
e-mnil:  tdr@anrn,ro

Tdrodnl rt*tiih rdrtnc rurg.mG t+ td rr;sft I ett ttFEFilF
delinltorului rutorinlici dc prrrat pt pi{f lr unntrmrth dilc dc csrt#t.

Novnrth Phnrmr Scrvlccr Romnnlr S,R,L.
Lukcvlcw Offlco Bulldlng 301.311, Bdul Burbu Vasaroscu, ct. l, scctor 2,
Buouroqtl Romanlo
Tolofon:021 312 99 0t
Fcx fsrmroovlgllonta:021 310 40 29I
E.tnal | : gfiggsafoty, roman la@novartls.oom;

Cloilonnlele de canlacl ale rcltrcrentanlal locala ule Dellnilfuntlul de aulorlnfit
. pe plalil

DacA avofl orlqa lntrob[rl Bcu dorlll Informatll rupllmontnro prlvlnd
modlonmontulul Myfortlo, v[ ruglm a[ oontuctafl roppz.ontanls looal[ la urmi
oontrcti

Dr, Aloxandru Ionol
Novartls Phatmn Sorvlcor Romnnlu 8.R.L,
hkovlow Offioo Bulldlng 301-311, B.dul Barbu Vaonroscu, Gt, l, $cctor 2,'
Bucurogtl Romunlo
Tolofon: 021 312 99 0l
Fax 021 312 99 0?
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E mail : eroxnndru.bnor@no.vFllrr.eom; Informatro.nrodrcara@novartrs.com

Cu otlrnd,
Dr, Aloxandru lonol,
Dtrocror grllnltfto & DRA


