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ln conformltete cu adresa M.S. nr, :JBEEZE/18.12,201g, tnreglsrratg
- cu nr, p 11508/21,1Z,ZO1E vd sducsm la cunogtlnfd masurll€ lntreprln8e
Europsana a Medlcamentulul (EMA), ,Agantla Nattonalg a
Dlopozltlvolor Medlcsle (ANMDM) psntru rnformar'd corpurur medrcal
lnfarmalllla nol lmpoftanto refarltoarc la pravenlrea sarctnil, €dr€sate
cat sl barbaillor tratatt cu Mylo,itc (acld mlcofenolto),

VA rugdm a6 luafl mAaurl de Informare a furnlzorllor de eervlcll
eflgarea pe paglna electronlcA a oagel de aelgurdrl de s6netat€, in
dooumentului,,Myforttc (acld mtcofenollo):rtsc grav de leratogenle
lmpoftante rcfarttoare la provenltya saTolnll, €drbsatg atat F€ mallor, cat sl

AnexAm Tn fotocople documantul rs8pEcilv,

Cu BtlmA,

o'.0"1ir, clilicior
,}

\t
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Myfortlc (ncld urlcofonollc)r rlrrc grrv do torrtogonltuto - Informnfll nol
roforltonro In provoulron rnrclnll, ndrornto fitlli fom0ll0r, cnt fl Irlh

Stirhrto profoslonlst dln domolllul t[n6t[tll.

_D_:_::lll*.Io4, ou,Agonflo_Naflouull a. Modlcurrrontulul gl o Dtspor,ltl
oonpnnlo Novo.rtls, doroEs e[ v[ aducl la ounogtlng rJ.o,iir"alrifJ 

""iisoiilil_r-Tlfl oorclnll po dur*to utttlzlril mloofonoliruliri do mofotil lprocursorl_.:'-TT::,, l0lcl|il p! our$ta ufl[zlfil mt00f6noterului do mofotll (procursor
mroorcnoucr' Intruo4t rorma flcflv[ f[rmloologlc a mlcofpnolatului do rnofotll
mlsofunollc, nollo rooornsndtrrl so apllcll tuturor-rnodlcainoirtoior c auor
aoldul mloofonollc, Modlcemontul Mylortlc al cornpanlol Novartls ;;;ililil;
sub forml do rnlcofonolst do sodlu,

Rozunfttul lnf,omqlllor prlvlrr.l ! gururrlfi

Mlcofonolntui ooto un toratogon urnon putornlc, c&ro, In cazul oxpunorli in
cr09t0 rlscul do 0parillo I ovortulul spontnn 0l a m0lhrmdllltor oong;nltalo,

Lo putrotul 43 al rozurrratulul caraotorlstlcllor produsulul s-nu adllugnt
oontrtlndlcotll:

.Mleofcnolotul nu Bc vo ndrnlnlstra ln sarclntr, cu oxccptls eszurilor ln
dlsponlbll un 0lt tratstncnt altcfnrtlv adecvrt dc prr,vcnlre a rcjetului dc trr

r Il kofcmhul nu r. r.r rdministr fcrncikr dllc ln ptrirudr fmrll
uilirr|rl nH{td. dc ctrtnfffiic fmn: cfrxt

r Pentru o cxcluds posibllltateo utilklrii dccidentalc ln rinrpul sarcinii, rrt
rnicofsnolat nu trcbulc inlllst lu fcrnollc oflntc ln perloada fcrlllli csrc nu
unul tost do sqrclnl cu rczultat nogltlv,

.a

ln plusr

Modlcll aq vor aslguro c[ fonrollo 9l blrballl coro utlllzosz[ mlcofonolat
nfoctnto o fltulul, noc06lt0too utlllzirll unor motodo contrasoptlvo ofloncc al
do a oonsulta lmodlnt un rnodlc, In ouzul ln cnro oxlsttr poslbllltntoa rparlllol ur
So vor puno In dlspozlllo matorlalo oducntlonalo pon0u s prozontn lrr datnllu

Raconnudlbl suplln e larc prlvlntl lostcle dc surch l

shctuozc un to8t do surolnll, rocornandltndu.go roallznrco 0 dou[ tosto do
probo do urln6 sau nor, ou sonoibllltuto do mlnlmunr 2J rnUl/rnh nl dolloa tost tr
la Intownl do I - l0 zllo do In prlnrul tost 9l Imodlat lnslnto ds lncoporcs tra
Myfortio, Tootolo do B0rcln[ trobulo ropgtoto orl dq c0to orl osto noo6s$r dln fJu

lnelnto do lncoporoa tr0tamontqlul cu Myfortlo, p0nhu B Gxoludo probnbilltutco r

socldentnll a ombrlonulul la urioofonolot, fonrollo aflqto ln porlouda fortllll

ollnlc (do oxomplu, dup[ raporllr60 unul dooalql ln utlllzarol qontrncoplloi),



tuturor t6st6lor do surclnA trcbulo dlscutato ou puclonto, Pqplontolo trobulo ln
Intrsrup[ trutunontul gl, dac[ r[nr0n grovldo, s[ s6 adropgzo hhodlat modlculul,

Rccamanddrl prlelnd contrccepllu ddrdatc anl fe tellor, cdt $ hdrhallhr

Fornollo tfloto ln porloada fortlll trobulo s[ utllizozo slmulttn doul r,notodo
controcopllo, tn0lnto do Incop0ro0 tr0t6tnontulul 0u Myfortlc, In tlmpul aooBtul0,

$aso s[pt[manl dup[ lntroruporon trohlnontulul,

Bdrballlor 0ctlvl soxuel (lnchrslv oolor voaoctolnlzutl) ll so rooomond[ sd
prozorvatlvo p6 dur[to trotrtnontulul gl tlmp do 0ol pulln 90 do zllo dupB
lll nlu3. nsrtonorolor bsclontllor bhrbstl ll s6 m(ld|11nndll rlt rrrlllza:plus' psrlonorglor paclonlllor b[rbsfl ll so rooomandll sal utlllzozo mctodc
contf8sopllo, atAt po durota trrtAmontulul, oAt 9l tlmp do 90 do zllo dup[ ultl
Myfortlo ndrnlnlotrat[ pqolontulul b[rbat,

Prccaulll supllmentara

Pnclonlllor Il to Intorulco donaroc do s0ngo tr tlmpul trat[rnontulul cu mlcofon
col putln 6 slpt[m0nl dupl lntroruporoa tccstula, Poolonlll do tox mnsoulln
donozo sporm[ ln tlmpul tratamontulul cu mlcofonolat, plocutn f I tlmp do eol f

cxitqaFi unui Froccat crcrfu & adf{riltil crnC*r*ttc $ hs.rr wrrdil.
uoc hre cu urilitucr micolenohrulrli tn compdl1ic cl, rlr msl|iclrrcr*.

dupI lntroruporoo ocortulo,

I4lannlll supllttrcltlntc rctcrlloffa l lrc&nh nchrotlnre a dttclor prlvlnd

Rccomrnddrlle dc rnai sus survln ln urma unei evslulri cumularive I dcfcoelor
crrc !u conflrtnst c[ nicofcnolatul c3tf un tcrotog€n um$ Fric.nic ti ru

. S-au rupon&l cozuri dc ar,onuri spontnnc ld.l$'/c. {gt'c dinrrs fgmcil? gnt
micofcnolatul dc nrofetll, compararlv cu o rdrd tJc l2 - 33o/o mponot[ ld
trensplant do organo solld6 {l trdt0tl ou olto irnunosuprcsoarc dcc&t nr
mof6tll,

I P0 bgzs rnport[rllor dln lltoratura do opoolalltato, oezurllo do ntolfonxfitll
cazul a Zto/o - 27Yr dln$o nou.nlsculll vll [l clror m0ln6 0u fost oxpuso h
do rnofotll In tlrnpul sorclnll (eofiplrotlv au 2o/o . 3% dlntro
populatla gonoral[ qI ou 4o/o. 5% dlntrc nou.nlsculll vll ol ciror plrlntl
solld do orgrn au fost $atnll ou elto lmunosuprosoor0 doc0t rnlqofenol$tul d6

Col mai froovont s-Bu r&porttt urm[torrrolo nralfonraJll (hroluslv mnlforrnntllI Anourslll olo urcchll (do oxomplu, anomelli d0 fonuaro rnu
ottornolnodl l), atrozla canalulul audltlv oxtorn;

. Afoctlunl c0rdlaoo congcnltala, prooum dofooto do ropt atrlal 9l vontrlculori
r Malformatll fochlo, procum cholloschlzls, pnlatorohlzls, mlcrognoflo gl

orbltol;. Anornolll nlo oohllor (do oxonrplu, soloborn)i
. Malforrnolll olo dogotolor (do oxornplu, polldrctlllo, slndactlllo);. Malfonnotil trahoo-osofsglono (do oxornplu, ohozlo osofoglatt[);. Malfonnotll alo Blstomulul norvos, prooum splno blflda;
. Anorunlll ronalo.
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Mdle r lnlc el ucallo n a lc

bratogcn il mtrcurllo do provonlro a snrslnll.

Apel la rnportutea a reaclll advane

.EEto Important s[ raport0tl orloo rooolll advordo suspoot0to, ssool0tc cu
rtodlonmontulul Myfortlo (aold mlcofanollc), o[rro A&€nllB Nallonnl[ o Modl
Dkpozltlvolor Modlcalo (www.anm.ro), tn conformltato cu slstomul nal{onal
sponton[, prln Intormodlul "Flgol pontru raportoros spontan[ r roactlllor
nodlcnmontor', dleponlblld po paglno wob o Agonflol Nollonalo n Modloqfl
Dlspozltlvolor Modlcalo (www,unm,ro), lu socllunoR Modlonrnonto do uz
t€ncllo [dv6ra6, trhnls[ o6tro:

Contrul Nnttonnl do Frrmnaovlgllonfll
Str, Avl0tor Slndto8cu nr, 48, Soctor l,
0l I478 ' Bueurcgtl, Rom0nla
fox: +4 021 3t63497
tclr + 4 0757 ll7 259
o.rnulll adr@onm,ro

Torodgl rxtiilq drtnr rrr$.r{r * por r4crr g crbr
dclinltorului sutotizrlici dc puncrre pc pir$. h unnfiorh drtc dc cunrt:

Novarlh Pharmn Sorvlccr Romnnln S,R,L,
Lakovicw Offlco Buildlng 301.311, B.dul Barbu Voorroteu, 6t, l, scctor
Bucurcgtl Romotrls
Tolofon: 021 312 99 0l
Fnx farmacovlgllonto: 021 310 40 29 9

E.rnnlh druSrofoty.romanls@novurtls.com;

Coordonalale de corrloct ale rclrrczentflnlel locale le Dellnlllorulul e
, pe plalll

Dao[ ovoll orloo lntroblfl Eou

nl6dlosmontulul Myfortlc, v[ rugdm
00ntoct:

Dr, Aloxandru lonol

dorlll Informglll supllmontoro prlvlnd
s[ contsot0fl roproEont0nt0 losll[ la urml

Novartls Phsrmo Sorvlsos Romrnln S.R.L.
Lakovlow Offico Bulldlng 301.311, B"dul Brrbu Vacatoscu, ot, l, scstor
Buourogtl Romonh
Tolofonr 021 312 99 0l
Fax 021 312 99 07

Dolln{torul outorhollol do punoro po pltrtA v[ trunsmlto matorlalo oduenlionalo
dln dornonlul s[n[t[lll, Acottoa vor lntdrl etonllondrllo prlvind tr
mlcofonotrtulul, vor faco rooomonddrl prlvlnd oontfocop1la 

'lnuinto 
do

trotamontulul, ln tlmpul gl dup[ tornplo gl vor subllnla nocosltatoa ofootudrll
larcln[, Modloll trobulo s[ furnlzozo fomollor sflato ln porloadt fortlll 91,
paolontllor do sox maacuUn, lnfonrolll oomploto adrortto paolontulul cu prlvi
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8-mall: sloxohdr$,lonol(Anov{rrtls,oom; Inforrrutls.rnodlcolo@novartls,corn

Cu Btlm6,

Dr, Aloxandru Ionol,
Dlroctor $tllnllflc & DRA


