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Re t u mntu I I qfo rntnfl llo r pr lv I nd t Ig w ra nfi
Mleof$nolstul esto u:l pr'togon um'n putornrc, carc, rn eozur oxpun*, rnor0gto rlncul do oparrlro * nvoturui epo"r[n +r a marformnfilror congonrrnra,

Hr#ilil:irf,,t 
-' rozutnatulul c$rsotcrlsncilor procturutut s.nu ndlugrrr u

rMlcofcnolatul nu sc vo ndrnlnisirn ln sarclna, cu exccplia cuzurl lor ln rdisponibll un ah trotnifrcnt urt.rnoil, nlrouot de prcvenrrc a rejcrurur de rrsn
c'\licofemhrur nu $ t* adnrinign fcrneihr a{l'c In pefi*,oi f*,ilrutrllrerel rnaodc de cq*rtgcltr ftnr rfx*e

r Penrru n e,rcludc poslbilitatca utllfefiri imlcofcnolar nu trcbule i;l it i l ro'ioilsilcunui rsst do snrclnil .u ,o"uitoi ;;g;ii".
In plusr

Modlcll s0 vor nrrgurn o{ ftmerro gr bBrbatir caro utilrzaazs mrcor.onorat Inlcl
:iTT:i-1,T'i,iili,1?ll,l',T5l-'llj':lll,tnonrroroJJ-;;"trn il"0 orj,*,0 eldo q consulta tmodrnr un rnccro, r,,',orurli,"*ffiil,oxi,dfii#ii"J*i,ili,?ff ;1.'sc vor puno In dlopozlflo tnatorialo oauroiinnoro pontru r prozcnt* rn clstsllu ncr

Recaunndllrl wplhnenlnru prlvlnd te$ele tle ,wrclnil

lnalntto do_fncoporcn tra[nmentulul cu Myhrtlc, pontru n oxcludo probabllltntoa r
:i:ji:g:,T,"',j.fl1'::ly1.ro ,"l,oron[rot, r;il;ii;;ii.d='il porroadn ferri*rst'octuozo un rost rro sqrqrnr,,*no*il;il;#';;;il##; il,,il'ffiff1_':ltJ:lp,'i:l^YJ^y1,lof*u l:r,_p,l sonsrbilirari ie'inrnr,no,n rs mur/mr; nr dopen rCIst treilrg rntervar do s - frs milm o- r- pl'irnor ;d;;!'iffir-i Tffii;ffi;'fuJ',il3_*;frJiJ;i#;
ff*H-Jl;Tl**:#: ig131"1g;uyril i'ib'iiit-'-rr *r* omru *,i"*uril *o*o*r,r rum punc,r
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tuturor testeler de msrslmfi trsbufis ci{soutmte s$ pfficisntft, tr}aeientole trebrrle itntrerupH tratnmorutut pl, dacs nHrmsn gravldon s& se ndr*sffan l,neJlat morllcului,

&.ewnww{Nrl prtvtnd contraeepflw ndrcsmte ut{ttfemellrtr, cllt gl ttllrhalpsr

Fetnello nflgto 'tn porloodo fertllr trsbulo s[ utlllxszo elmultun douA rnctocle
l3ljl-j.B{l;ll11y: de rnooporoa rreitnnronturur ou Myrortic, rn timpur ncenruln, orgnuu uf,ptfrm0nl dupfi Tntroruporen trntamontulul,

D[rballlor ootlvl Roxual (lncluslv cclor vosoctomlznfl) il eo rooornnnclll stl
R:rl:::rt!_..19 011*ritrstamonrurulgitrnrp do eor pulrn bir ao rlo dupa lnrro
'111 plus' pertcn0r0lor Fociontllor bArbatl ll nc rocnrfinndil nH urlllzrzr r*,partanorolor pocionlllor bfirball 

'll 
ee rocoinondil e[ utlllzozo metoclo

:::::T,lpll::,119'. pg-durato tratamonrufut, o{u +t trmp ao sb do zile dupn ui
Myroffitc admtnlstrfltE pnolontulul blrbnt,

Fre cc ulll sapthnan tort

(lneluslv rnolhrmutl i nrultl
do fornnro Enu absc

iPaclonlllor ll sa intorzleo donaron do rango in tlnrpul tratsrmontulul cu mlcofcnolat
col pufln 6 o[ptAmAnl dupx lntroruporoi ncontule, naolinlil ai ro* mnsculln nu
j:yl::rynd ln thnpul riotamontuiut ou mlcofonolnt, proourn ql tti'p d;;;iilii
dupE Introruporoa ncoatu ln,

Informnlll supllmeulare rcferltonru ln prewnlu acluullr,ure u dutelor prhtlnd

Recornqndlr l le de rnai sug survln ln urmn unsl cvnluari cumulotivc r dcfccrclor
csrc au conflrnrrt cd micofcnolatul c${e uil tenlogcrl umrn pukrnk 1i aU pf,Fftrilfi
erirtcnlci unui proccnt cmrcr! dc rrrdfcvmqii irqrr** g rrnc*vr uTilcnnw
o.sociat cu utilizarsa micofqnolrrului tn cmrgruqic cu rlrc mcciernett

s-ru rnporta(cnzuri dc or,onuri srront0nc ln.f jrzo. {9tt dinrrc femeilc glnr
rnfcofenolatul de nrofetil, comparutlv cu o rf,rfl de lZ - Jl,%rarrorrarrl tl
tranrplant do organo solldo ql tratall cu nlto irnunosuprcsoarc dccdt mico
mofotl l,

o Po bazo_r0portArllor .dltr lltornturn do upoclniltato, cazurllo do nrall'ornrnfll
cazuf a 23%. ?7% dlntra nou"nloou[ll'vi! al cflror mnmo eu fost r*purn'iu
do nro&tll In tlrrrpul snreinll (cominratlv aa 2% - 3% cllntro nou-n[sc
populatfn gcnornl[ ql cu 4% 'izo dlntro nou-nfuou1ll vll al c[ror p[rln1t c
solid do orgBn au I'ost tratatl cu alto lmunoauprosoarsdoc[t rnloofanotatuide

Col tnal frocvont s.ou raportat unnltonrclo mnlfonnnlll
r Anomnlll nlo urochll (do oxornpltr, nnorn*ll l

extorno/msdll), ntrezlo eanolulul audltlv €xtgrn;
' Afoo-flunl cardheo congonltnlo, prooum dofactq do uopt atrlnl gl vontrlculnr;
* Msllbtmnlll fhclalo, prccum cholloschlzls, pnlntoaohizla, mrcrognnllo gl

orbltnl;
o Anomalll olo oehllor (de oxonrplu, cololrorn);
' Mulformagll ale dcgotelor (de exonrplu, polidnetlllo, sindnsrllls);
* h{sIforlnm{l I tnoheo.wuofnglene (cfiu *m,etnp!u, stnssle ewof,rno$lmm}{};
* Mfntrfonmugll ulo slstenlulul nervos, prssutri splnn blfirjni 
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Apel tn roporlurca dlrauctrll advarte
Esto lmportnnt s[ rt
rnodlonmcnt,,t,,r v.,+ljl-nlll,.,"t! roscfll.ndvorso suspectato, ngoclnto cu nd

Degln$torul nutorlaatrel cre Bunnro po ptrnfd vn trnnsmrte materraro oduco[ronarn
*ji:,r$frfff;,il1, -**y-grJ-llryi1'Tii rnrnrr nrongron&rrro prrvrnd r(mteorenole{utnt, votr ,r**o ,-**rdil*r uiiiii.,o \Tfii?ffifi, tffiiiln T;
[13T--t-#:],"ull llT*l uj.dy* ro**eJu sr vor subrinr* neooertatce *rbsrufirrlnarcrnn' Modlcll trobule "sn ffiinrziil'f#'iil Tti'f i,iHf,HTJ ffillil-lilpoclunlllor de sox rnaacu*n, inrnn,t'*l.Ir uornprete sdrEeats pncrenturur eu pnrvltenntogon ryl mfiourllo do provcnlro 
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rnodtenmontu tut Myrorrlc qrici J m lo"il;;ii;)il;ffir"J,iffiffiir,|j,Tf ffi Jil,
3;;ll#il'$ Y:lj:* :,{:-v;?:pi'j, i'' ;"; r";; fi ;il' ;' ; i,to,n u r n n { | o n n Inpontana, prln Interrnodiur ,,Figor pJl,,tru rnporraron ,ponronT"I' Jlllfii,T,
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", rr, i?i' ilrla iJl,ll?ffi.',,l #foncflc advcrrfi, trhnlnfl c[trs: 
'- -r' '*

Contrul Nnflonnl do Fnrmncovlgllonfll
$tr, Avlator S[n6tossu nr, +g, Sd;i]"
0l 1478 . Bucurogtl, RorrrAnia
ftrx: +4 021 316 34 97

c 'nro i l ;  adr@unnr, ro

Totrdr,rL recqiih d:q* $urFsrs€ tf,,Fr nFrr p ebr ilFErffiGcFrdelinlronrlui aurotiralici dc puncrc Cp,rri h unn&qffh d.rc dc sonr*t:

Novartlr Fhnrmn Sorvlccg Romnnln S,R,L.Lnkoviow off'lco Buirdrng 30f:tl-i,"ii-iur Barbu vacarosou, et, r, secrorBuouroqtl Romanio
Tolofon: 021 3l Z 99 0l
Fax fhrmooovlgllorrta: 021 3 | 0 40 Zg g
B.malI I d$tgsnlbty,rornania@novartls.oom;

coordonstele do contact are reprcwnhnrd locnre wre Derrndtrtrurwr de, pe plalll

Dae[ avofl orloo lntrob|rl snu dorlll Informo[ll nupllrnontaro prrvlndtttodlcnmontulul Myhrilc, v6 rugdrn rn-olntactagr riiirr#irrr" rooni[ In urmlcoltt0Ett

l c l : + 4 075? u7 zis

Dr. Aioxandru Ionel
Novartls Phorma Sorvlcas Rsm,nnln S,R,l,.
Lnkovlew office ffiuilrrJing gnt-3il, m"*or ffinrbu vmenrwncu' mt, r,ffiumurupti ftornsn{a
Te ls fpn t0? l  312 S$ mI
Fmx 0?tr 3|fl $S 0?
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E"mafh nhxffidru'lqtlgl nqYnrllflqqm; Infsnmntlc,modlcnlu@novartln.com

Cu stlmll,
Dr. Aloxandru lonol,
Dhaotor $tllnllflc & DRA
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