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tStitr€,
C;asa der / \srgur"Ar i  c le Sanir i ; , l ter  . ,  .

in  a tent iar ,
Doarlner i /Drrmnurui  pregec i l l€r  -  l . l i r .nc; t : r r  c ienr:rr ia l

In conf ' rnr i tate c,  adres;; ; r  l \4 $.  rr  5;28 rr_i  ( ls i  1 1 2015, i r r registrata ler
C. N A I i ;  Dl \4:S cu nr 3g1l i r (-r t , i  1 I  l l rJ lS r , i  acluce;nn la cunogt int i  masuri le,
intrepr ins;r l  de ArSent ia E:urr :pei lna i : t  [ \4e0 i r : : ;e,r l t^err trr Iu i  ( [ ; t \4A),  Agent i ia Nat ional ; i  a
Mt, :dicarnelntul t . t i  q i  a lJrspozi t ivelr t ,  l r / r i l r1 ir : :E: i r t  r , , r \NMDivl)  penTrLI infornrrarea corpulur
mt'ldical referitOr ia tnfctrn-tatti n(.:t /i;r?/:,(lrrlil/ rilo refetr,itr:,itre ia preventrea sarctnii,
aoresaltl atat l'e'n'etlctt- cat s/ t,ir,rr,ti,tilo, ,t:;itf,,tti ci.l C:E:itLLCEpT (micofenolat de
rnofetiti)

i /d rugi i rn s i i  lu i r t i  m, isur i  drt . l  1111,r t tn i ; r f t  a furnizr l r r lor  de servic i i  nrecl icale p,r in
afi lparear p'e pa1;inet el,ecl.|ol ici er::;r$,t3i ,: lr:r i :r:r, i iguiari O* s;anatate, in ioc vizibil a
Cor:umerntr- i lu i  Micofeno at de rnr: fe1i l  1 ' r i6: ,11::cpt) :  r isc qrav de telr i l togenitate
inf ' : l rmat i i  DOi in:pr31l3nte "efer i toarr=r,  l i l  prer '*r : ,n irea sarcini i ,  erdlesate atart  femei lor r :at
sr l . larbart i lor .
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Micofr:nolat dc mofetil (CcllCcp,t): risr: 1Erflv' ,i lc ilt, 'r,ltogenita,te - i;nformafii noi importrntc
refi:r:itoare la prevrenirc:x slrrC:irr.ri:i, nrd:r(::$::rr[c lrtit fc'mcilor, ciit gi birlrafilor

Stirn ate profes; i r:ni st d:ln d rme niul s;An6tllli i,

De comtm acrlrrj cu Aigen!ia E)uropeanri n .lr,1llt;:rXir;au:re:::rtului gi hgenf:i:n Naiionala a Jvledicamentuir-ri rpi
a Di.spczitivc:.lor Meclica,c, rlorflD;anio f,iti'r--i:rilr:]e'u,l:i{:i}r t', []oflmanrn-L.a Roche Ltd. (denumit{ ir:i
conti.:tu::re Rrlche), pdn;ieprezenl"mla s:ar Ir:r,;li:rl;i 11,:rr,;,ir,: Rcn:ri:ria iS..R,L,, doregt:e s;l vl aducii lir
cunoptirrltr rec:ornandfuile con:s0lrdate privir,ri prre,/rl[rjrcitr sarcini:i pe ciwata utilizfii micofenolan:lu.r
de mofe:il (precursor ad acidul.ui micofenc[:ic,']

R e z utm o:"t u I i n fo' r m a |i i,l o r p r i v ;in at s |g u r a ;n I a:

Micclferrolatu.l r:ste un teratoglen uin'an;:ut*mi,c, c;,ar"r:;i. iill cazrl ex;:unerii in tirnpruJ sarcinii, cri:;lc:
riscui de apar:i1ie a avcfiului spc'ntan gi a m,i,Jfomrarlii,,r:r'c:ongerril:ale'.

La. purrctul ,4::] al r,ezumatul,ui carlc;trl:'i$ticilrrn' 1:lt',:rdusullur i-nu adf,ugat urrnitoarele il$i
conbrrin licalii:
. ltllicr:rfeno,lanrl nu s;e v;r admilistra in sa,rr::inil, ;u r::(i::]lgia ciui:uri,[or in care nu este disponibil u:""

alt E atamenc altenlatil' adecvat de prevr:::nLirr,:: ir t:g tsn,LIu,i de trems;lllant
. lv{iccfenolatul nu se va adrrrinis;tra fenr*ilor alli ltr; in perio;lda fertila .,si care nu utilizeazi rnetoiJt:

cle c cntraceprlie foiulie eficacr:.
r I',snt.ru a exc.l,ude posrit,iliurtea u'tilizilrii, li,,coirjs:n t0 ll: in tinrpul sarr:irrii, lratamentul cu micoi'en<ll :.t

nr: E:ebuie inigiat lrr f'brneilrl aflate in perroacila f ert ll li c,ue nu fac drovada unui te st de sarcin;i cur
rsrru.tat negativ,,

ln p,lurs;:
. Ir{ec.,icii :;e vor :rsilpra rtd fe:nreile $i' 

'hri.rtrnfii r]iLr* utilizeu6. micofenolat, inleleg riscul rJr:
n.fcctare a llnrlui, ncr:esitarea utilizdriir ilnqrr r1.l::lcrd;: con,tracephve e,ficace 5i necesitatea d.e a
conr;ulta imediat un medic, la caeul rn r::arrn e:x.isltrl p,cisibilitertr3o ilpil,ri';iei unei s;rcini,

. Sl,: vJr pule la dispozigie rnat,eriale edut::lr{ione.le ;rr,:i}iru a pre Zoritil ln detaliu aceste nscuri,

R c: c: c,,w ar, n d d r ti s u p l i m c: n l a r c p r i v i n d t c s l E l e' u!. c: .:;: a n: ill ttii'

ln;r.lirne,le iflccperea Eirteunentului cu miccrtcno.al r::le rnoletil, prenru a exclude; probabilitatea :,':
expuner: accidentald e embrionului la mr.,::ofbnolrrt,, f 'r:meile;:r"flat,: in perioada fertil l tretruie::;!
ef,:r:tuez:e Un t€rst de sar,cirtf,, rec,OrtreDdin,J,ir.'ler rtiiliui,u:*i!. a douil te,st,l de sarcrnI utilizand prob* i,:

uririli sa'l ser, crr sensibilitate dc mjnimum 1.5 r::n'l-)l[/::rl[: ;,11. drri]ea tesl rrebuie efecnrat Ia interval clc lj
- t0 zil,t de la prirnui tr:st gi irned:iet inairrr:r;: i ls jncr:lnt,r:l 'r:a ftatame)ltului cu mico:fenolat de n:ofe't:l

Testr:le de siLrcji:nll trebuie repetate ori rJr:r cilte: clrl. (i;!i l.s it€rle:ia.r rlin p-Jnct de vedere cliruc (;1,:'



()'xfrnBlu' uur'pri fi l]r]c,,flar*;, l i l l i j i irec;iia' r:: r-iti:l,i:r;:trr::i l ci:rrtr;I::i:pr;r;,i i1. $r.ezuiiere:resiu'clntr' rcbrrie ':Ljticutatc cu pracitnta" P;:rr:,i,,:l lt,:ifi :.rr::iuie i.rs.iiu,iie, :i i riu inlrerupfiriu:',u: gra,'ride. sf, se aireseite irrredia.t nri:::(l.ir.)r.r | .r i

Il"cct:'tman'rtrd;ti priyind co'utr'ace,p,tia a'tlr(:::.i,ur,rl ,a,l(fl./ ,.lbTtnrgih)tocr?I,r,i tttttbnlilor

i]]lurCI:i t€;rt,::ii)r iJ,,
t ratamenrui  ; ; i .  c j rur

Fcmr:ile ruflerte irl prlricadafe;1il& tretlujc s;i util.fui;r.:2il;;jnlulta' douir metode efl.cac* cje corruac*pr:ie,
Xiilfiu1': lli,ifnilf;':ffi:*L::,;;, ;.;;".. rf,r cc ,',.,i",u, in ,irn;:ur acestua, crir ei ti*p c{i yase
j3 i i r ,b i r ! iJor; tc l ' i l isexi la. . ( inclusi . , ,ceic: 'ViJt . t ,*r , ' i I01| l l r . i , . i r : l i ; i ;

durat;r tratarn,:nhrlui ti;i tinlp cjrl cel puririn ;,ii,.f . z;jlr: ,JrpE inn.r:ruper{:a acestura*in ph'*' partcnereiot'i:acieitpro, uarua,fi r. *u'rrrr,*rr:rancllsd utjlizc;zr: metocle eficace de con.Ear.errt:p
llli,ffri11,fl,,Xil"ll'il,ffij'r* "u 

'uiqp',tr,-riitt,:!r: :;rile dupri r:ririn:,rr dozf, de nr.icofenolar o.ir;.ii,ii

I' r t ca, ul ii s u1:t tt iqp n L6 n,
Pacieltli lor ll i se inter;zin;e don'arei:' cle sirrrgil i* tir"r:rpul uatarnr:rrilriri cu micofenorai gi r.imp cre t:elpu[in r5 strpti'urrani d,ptr intrr:ruperoa aces{u.i;r, }'ani;' i igli de s0x ma:;r],ulin nu trebuie sa donszti s;,rr;:.i i
Il.ljfiL:l 

trrttamenn'rl'ri cu mico;'*nolilr,, ,'1r,,r:r,r, ,; i rirrrp de cel pr-rfin 90 de ziJ;e dupi inir3rL]pir:i::l

lnJrorr,nalii stuplimen'rdre re.l4ritottre Io, pt,,t,T"E,rrr6t d,r:ttitta,rizare il dor,rJ,l,or privittd si,guranya

I{€rlc'fiandft:il* de rn;ri sus sun"in in urrna 'ur.::i c'v'r,1r'rc,r"i cumuhtiv*,r iefecr.elor congenriaie, care ,uccrL| t r r : ra tc i i :ndcofcnol i r f le : j r [n tera: t ( lq*n.LLt ] . , l i : t . | | l : l t l tc ;mJ
unru'i ;:rocertt' lcrescLlI de nralibrnragii c,::,,,ii,3l:nit,,t, ri al,orl;un ::;!],lntane aparete ,in 

..socier:: c,lut:ij izar:ea mir:ofenola.turr-Li in comperalie a,, ,,,,i,,* 1lc,:ljcflJ:nente:
' s-au ra'ponafl cazuri cle a'vorturi :i1)Oflti:u:c ,l;:ir t:t,lioA -'1gg/, dinue femeile: grarede expusc i,tmic.fc:nolac mof:til, cOmprarad'v'c': o ,ratli riu | .2 - 33e:r'; rap()rt-tti la pacienfii cu tarrspltu.)1 i:,:org&fle solide .,si tratafi cu iilte irnulr,:trn.:lpresr:)i:trr* clecdt rnicof,:nolarul de mofetil.' Pe b;azet rapor:ti*ilor Cin lit;crafura;,.1*:i;p,:(:i[i l it irie, caeruile,cie rna]formali:i au ap;Irut in c:u::.Ia 23c't6 " 77% dintrc nou-nlscufii v ii ;l:i c,trrc,r' rrr,a-me arr :ior;t e){puse l* nricofenolat clr mr:::*:i rin rirnpr:l s0'rr:inij (cc'mparativ ou,,1?r,r,, i i;,4: r::l i::rrtre nor:r-ncsr;u1ii vii ciin popule;ia general:i ,r:crt49t;'5% dirrtre ncru-lli is,c.u1ii ' ' l i i :ri r;:Irr:r:r rriit: ' inti ouTr,ms,r]lanr solirl de organ au fbst:iara[lcu alte imunosurpt:esoare di:cs.i n:icrr1i:rrolrmil c:c :ncfer1l)" 

L trrli iu] au losr:

Cr::'l rnei frecvent -s-au rilportat urmitr:oarele nl:r-lfor:r:urrr,1ii (i.nclu:;ir;,rn;i-llbrmalii rnuh:iple,) :' 
;TJfi^l'Jl:l[Ji:,1;1,,|'il;Xl'ot-, a]*]rilalii ,ir,:' rli:rrnare sau Erbsenra urechi: ixteme/me,:rii,i,

' ,llfe,)1iuni cardiace co:ngenit;de, Drecurn rjc:li.br:te r:i[,: siept atria] gi ,_renticular;' N'lalformagii faciai'e' precum chellos:tu:,,rr,:,;, p;llatr:,r'c;hizis, rrLir:ro,i1nafie pi lr,ipertelorisrn o:rtr1lsl.'  /r.nomalii ale ochilor ( 'de r:xemJr,.u, co1crhon,i); 
' 'rL//\rrsl/e tr lul,Lrr"srrrrIsm oll l l l l ig

' Iv{dforrnalii ale dcgetrror (cr,: *r*rptu. 1,,,.iiia,r*n,.r:,c, :;intlar:fitir:);' lv{al:brrncrtrii traheo-lsofa6$ene (,1e e:rer:ri.,pl,.,,, ;,,:*,,i::i,:r esoih$:ian;i);' Itrfiil;'ormali:i ale si:;tenrului rl*rn,.s, precl.Ln.r ,strlir:rrr |.rif,ida;. l\no nalii rerrale.
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lli:'f;lli},i::]:,':::::ITi:Trtia i:nainte.r:i;: i;ricrpnrr,:,ar fraram{:nrr:l,:r i;l rimprrt 5i ciupr rerapie $i r,,.,r:'l::lrir1l:,j::jlu";,;il;*i,;i1;'ffi,J','*";'i;il]il'l;i,iiJf:f;,lllilil ,:'lffi*:: Hili::y;;:.";jfemeilor ej'iaie [;n;' ;; ;,, j ;' i.,,i, "',i, ii J#'ffif : J::::I ?":ij ff , :cu nr i l " ' i re  lg  r i snr r ' l  tF r .4 r tn , ran  . - . i  . * r  - , . . - i r  .  r  Icu pril'ire ls.r:iscul terErtollen gi rnasrriie dr,,: prr:v,€N,l:{, , i*.i"ii,
lr l  r: i

ln-ttlrrralii cr:nlplete.privind pre5':riere;l g; r'::)::rrc[ii.k: ;r:irJrse re;ibrjtprrr: la micofi:*olatrl cle rnc,.f.:ti lsu:nt di'l;ponii:il'e in Infbrnraliile de:;pre urgr:,:lr)a.mi:nl,, r::;[i:;pronibj..le li: ilrlre:ia.

Ap,c'i' Ia rapo,rlilrca dc'rearcyii ad,ve,r.se
Este irnponiuil sit rapofiati 

,oriccl r0;r(r,i.i rirrirr4,,r',, '(;, r;usjl '::ctilte, a:iociate cu admin,isrrer,:r.,m'ed'::canentu[r"ul CellCepr; (micc,fenolat rJe ;ru:c,fbtil) ,r:;ij],re Agrnlia l,iafionala a lvfed.icamentului :i i:Dlspoz:,tivelo:r ]rledicnlc ('www"iillrri.ro), jirr ctlnfir,r'ffrjrrat,: cu sisitr:nnr.:,r na;ionai de raponare sprlnt;u.iILpri,n intr:rmecliu,| "Firsei ipe:ntnr rerpc,rtarer3 spfirnraill i [r re)i:rclii lor arl\lerrse la medican]entelo) disponjb;,li:pe pagi'a web a Agenfiei Nalio:nalc a \{ecii:.r,i lrn{:'ltril,r.ri ;;ia Dis]llc,z:itiv,elor Medicale (wrnv,a:rm.r:r:r).,
la s;cc;iunca l\llcriicifiilllt€ de uz: unr,rntF.apr;;r1eru:ii 0r :u:rr:!ie edrrc:r:iJ., trimisl ctrtre:

Cc:ntrui,  IYafi .onal dc F'rrmncovigir lenfr, i
Str:. .lrviator Si;furEtescu nr_ 48. Sector. l,
0II4t78 - Buculr:rst i ,  R,orninia
fax: +4 }iLl 3 16 34 g'l

tel: + 4 075:'7 ll-i 25t)
e-rtrej.l: g6!!D3r,u:r.rg

Totoclat;:i, reaci,ii le ad'rerse Suspectrrte se lr.rl rai)n['.n ;;i citrc reprf:;:enranla locali a Cegi'i,ionil.,r
dutolj:?-ar iei de Fruxere ;ne p ia1r, ler u::ndto&rc:lr* da[r: q{rj c or]ta(:t:

RO CIIII: RO]Vil\NIA S..R..L.
Piala Prc,sei Libe,re, Nr, ll-,5
ClAdi,rrca Ciry' 6u,. * }urnpl dr: Sucl
Depaltu'nentul lt{edica,l, eraj 6. Seclr:rr I
013 7C)2 - Bucr:rr:;ti, Itomania
Recetrtie':
Fa:<:
e*nr;ai i { :

+40,i:t 2tJ6 47 0l /02/0:l
-r4(.t21 206 4t a0
r 0 rnania. clrrrg*s a'[e t,y@)rochd:. c(t rr.r

Coor,nlontalele d,e conlucl ule |tF,tc.Z,?nta,nlttti I'ttcule, u,l,c, )llelindtr;rrt/ui r{e autoriTr,rlie rle pnnrtrc .g,,epiald
Pentnt irtrebllrj 5i irLftrnnagii :;uplirnenta.i'i: refb:d':tauc I;r utilizar,:a meciicarnentuiui CellC,:,;.rr(mic;c'fenolat de mofetil), vi;rugint sI coltnctaii [1,,:::pr::r:-tanentui ]vledical aJ Companiei jlOCl-tii
ROld,{NtA s.lR". ti-.:

Dr. Ivlf:ilra.ela Dusr:iuc,
Dnrg liaf:=ty Mlzurager
ROCI.TE ROM,q}..ilA S .R.I,.
,Pia1a Pre:iei Liberre, Nr. 3-j
,Cld.di::ea 3ity Ciarre - Tunul de Sud
Depiutanrenml I\4edical., cta_i 6, Scctrrr I
rl 1 3 7'Ct.2 - Bucure;;ti" Rornirria
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Cr; 51nl1,
Dr lvtla:ius Ursa
Dirr:ccor fta,rOi.]f
Rochc I(orn inia. tS.R. i.

+'41:)' 2 i ,r:t)r5 4.' j  ,,[ i l
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+40:,ir ,,r l i)r l.t l l , l  i ,rt,:
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