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Ilnurrlo 20lt

CollCopt 250 mg crprulo (mlcofonolat do molctll)
CcllCopt 500 mg comprlnrto fllmlto (mlcolonolrt do mofotll)

Myforllc 180 mg comprlmrte gmtrorezlrtontc (rcld mlcofonollc)
Myfortlc 360 m3 comprlmrto grrtrorozlrtonto (acld mlcotonollc)

Mlcolcnolnt mofetll Srndoz t00 m3 comprlmrtc 0lmllo (mleofcnolrt dc

nofctll)

'Rocomrndlrl modlllcotr p rlvlnd contrnccpf lr

Stimeto profcsionlot din domenlul slnltqli,

De comun scord cu Agenfia Europcanl a Modicomcntului @uropcan
Agcncy, EMA) 9i cu Agenfia NeflonEl[ a ModicrmonNlui gi r
Mcdlcalo (ANMDM), deflnltorll autorlzafiilor dc puncr! pe pirll (DAPP),

Rcgiouuion Limited, Novartlc Pharms Ornbll, gl Sandoz S,R.L,, dorcsc e[
inforrnezo cu priviro la urmltoarolc arpccto:

Rezumal

r Dovozllc cllnico OirpdniUito nu ovldonllozt oxlctcnfr unul dlc crqscut

malforma$i congcnltalc rau avort rpontrn, ln cazul sarslnllor cu cxPuncro

cale prternl la modlcamonto caro confin mlcofcnolat, Cu toatc

mlcofonolatul do rnofotll (MMF) li acldul mlcofenolic (AMF)
gcnotoxice tirlrcul nu poato fl complot cxclus.

. ln cszul poclonfllol dc EGx mreculin, so rocomandl cF rmlth
pmtonorolc lor do rcr fcmlnln rl utlllzszo mctodo alguro do contracep;ic

durots tretamontulul gi timp dc col pulln 90 de zllc dupl lncctlr
tratsmcnNlui.

Rlrcul pcntru tbmol rlm0nc nelchimbct, Mcdicamentcls cBlo (

micofonolat sunt ln contlnurre controindicah la fcmolle cu potonliel

care nu utilizeazl metodo rigurc de contraccpfle. Acceto modicaments

do acomenoa, contruindicatc la tbrnoilc gravido, cu excoplla cltuallcl In

nu cxistl op[iuni oltcrnativo adcsvato de provonlic r rojctulul dc trrnrplant.

ln cozul paclcrttclor cu potgn1|sl fortll, trobulc utllizatl eol pufln o

dllurl do contracopflc lnalnto do lncoporoa tritamcntului' po

traiamontului 9l timp de 6 llpt[mell dupl lntr!rupcrca tretlmontului, Estc

preforol doginu obligatoriu, 8[ ls utilizozc doul formc do conUaceplie.

Iqlonnolll supll,lnanlonc qlulloon la poblcnm dt elXunnll

gnvldo. Lu oproxlmotiv 4t% . f9% dlntro omurlh do cxpuncro Intrcutotlnl h mloofonolrt

hpnor rvonul ryortin fl lproxlrnatlv 2l%. 2?% dlntro crzurl cou uoolrt cu mrlfom

Micofonohtul, utltlzlt pontru provcnfla rcJotulul dc trunryhntf orto un tonio8o.n urnon p.ullr

con induco qvortul cpbnton il oauzoul melfornrqll oongcnltrlo otunol clnd crtc utililt

corycnltalc,
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Mcdiclmonrolo crrc conlin mioofonoht - urlt mloofcnohtut dc moforll (MMt)rc0r gl
mlcofcnollc (AMF) - tuntf prln urmarc, oontrolndlcoto lr fonolto ou poionllal'fortit't
utlllzoartr motodo oficlontc do contnscpllo, Mlcofonolntul mto, do rrcmrnon, cont
fcmollc Arvldo, ou orcopllo rltuogiol ln caro nu oxhl[ opllunl altonatlvo adoovrta do
rojotulul do tnnrphnt, td ituq tnoinrc do lnl;lcrcr tntrmrntulul, trobulo cfboturrc rcrro do
alc clror rczultoto r[ flo nojrtlvc (dupr cum orto mrnllontt In Rczumotclo
Produrulul pcntru lco3to mcdlcamontc).

In urma unol anollzo rpmlhndotc c drtetor cllnlco 1l non+llnlco provonlto do lr prclonll
muculln crro qu prccrcrt pa durdo tntomontulul ou MMF ft AMF, Agcntlo Eurot
Modlcrmontulul (EMA) I rctudlzrr rccomrndtrilo dln 201! pnrru MMF gl AMF cu
pmvonlrcl nrolnll.

Dcgl nu r fort dotomlnatl cantltatbr dc mlsofcnolrt prozontl tn rpmm!, conform
bur drtolor obllnuto lr enlmdo, crntltrtce morln[ dc mlcofonold crra rr put€r ll
fomolc cilc rcduti ;l crto lmprobobll rl produo! yroun ofoot. Cu toato 0c6rt6q uudillo le
!u domonctnt c[ mlcofonolrtul crto gonotoxlc lo concontrrlll ml nrrl doo0t valorllc da
tcnpoutlctr h om 11, prln urmcro, rhcul do ofooto lcnotoxlcc lrupa cclulolor rpormrtloc nu
fl complct orclur.

Recomondarlo BMA h nomontul aotuol crto cr pmlonfll do rcx nosculln uotlvl dln
vcdcro lorurl rsu porlonorclo lor ou potlnlhl fortll r! utlllzorc motod! rlguro do conhr
duroh tntononillul 1l tlmp lo ool pufln 9D do zllo dupl lntrcrupcrol rdmlnlrtrtrll
mlcol"cnolrt.

Rcsonondrroo antorloorl conform c0lolr poclonlll do rox mcrculln troburc il
ptozcdltlvul pc llngl motodq do contrrccglo oficlso utlllrrtl do panoncrclo lor a fort
dln lnlorrnallllo actuolo dorpro produr, lntruolt lcoartr nu rcflcot! nlvolul dc
mcdlcrmontulul.

Rlrcurllo pentru fcmol rtrmln norchlmbrto. Pomcllo cu potcn$ol fcnll trcbulo rl utllheo
pufln o loratl rllurl dr coltrrcopflo Inalnto & lnoopcrcr trqtrmcntulul. po dunb $runcl
|i tlmp do 6 rlptlmlnl dupl Inttorupcmr ttrtrmontulul ou mlcolbnolot, ou oxcofllr crarlul ln
mctodr dc contnolp1lo aloorl oto rbrtlncnlr, Cu tortc rcoile$ ponru rcducoro lr mi
rlrculul dc opc al motodol cont?rcoillvo, oilo do proforrt r[ flo utlllHta donl
complcmontaro do controcopllc.

Aptl ln ?ilpontrte tlc noclll odwrt.

Brto lmportlnt t[ nportall orlco rorcllo rdvorul tutpoctrilr otoohtl cu
modlcumontclor coro contln mlsofonoht (mloofonoht do mofctll nu rcld mlcofomth),
A3on;la Nrllonrll l Mcdlcrmontulul ;l o Dlrpoaltlvolor Mcdlcllo, tn conformltro cu ri
nrllonbl do raprtaro ryont.n\ utlllzlnd formulrrclo do nportoro dbponlbllc pc pjlnr
Agonllel Nollonalc I Mcdlcomontulul fl r Dhpozltlvolor Modlorlo (wwlr.onn.m), h
Roportcozl o rorcflc odvoral.
Atotrlll Nlflonoll r Mrdlconenlulul 1l I Dlrpozltlvclor Mcdlcrlo
Str. Avlotor Slnltersu nr,4t, roctor l,
Bucurogtl 0l 147t. RO, Romlnh
Fox; f4 0213 163 497
E-rnollr ldr@anm,ro
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Totodtll, reccllllo odvorro rufpcctorc ro pot npom 1l cltro roprcrcntrn;clo
dqln&odlor autorlzrflllor do punoro po plrft (DApp), lr umltouolo dlio do conrlot;

DAPP Mrdlcnnlnl Ennll Trhbn tril
lmhc
tajrunht
IJL

CollCnpt 2!0 ng
coprtlo

mmrolo,dnrlnlbly@roohe,com +4021t064?al +fot7200u1

r&
frldo
l{,

CdlO4ldlrnj
crglmo0lmra

mnroh.drulnfoty@looho,com +401t106{?41 +aol?200u1

H
ED
Hl,
O.rrh

Mylbrlo liO n5
cctplmatc
pdronrlrtlnto

dru$tfcly,rom$l @novollb,com +.oiltt04al0 +4021t t0t02

Nonrrb
fhrrrrr
OmbH.

Ocnulr

Mylbnlo J60 mj
comprlmlro

3o|rondilohtc

0ru$616ly,rom0nl0@n0v0rl I f .!0m +102t3 10.4t0 +r0l I I t0{02

Smdoa8.R,L, Mleofonolot

moletll Srndor !00
mj comgrlnmo

fllmqo

dwprfoty.romonlo@novlilr,com +{02 t! t0aal0 +l0llll0{01

Coordonnlelo dc eonloclala npnzrnlmlelor lwnh de Dcfndtorllor h autorlzollo da
pe plulil

Pcntru Intnblrl rl lnfomrtll rulllmontm vtr rudm tl oontrorrtl:
DATP/
R.F|tt!ilonl
d DAPP

Adror Mrdlsmut Ennll Trlrho Itr

Roohr

Rqtriotton
Lld./Rooho

Rommln

s.R.L,

Plrlr Prcrol

Llboro, Nr, l-t,
Clldlror Clry

Onn -Tumuldo
Sud,

Dopoilommtul

Modlorl, otil 6,

soolor l,0lt?01
- Buourqtl,

Rom0nlr

CollCopt 2!0
mg clpulu

rommlo.mdlnft@

roehr.cDm

+l0lt206174l +10! t2rtrt
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Cu tlml,

Or. 

lrtul 
Urrr, Modlcrl Dlroctor, Rocho Romrnla S,R,L,

Dr, Alixqndru Dlnllt, Dlrccior Modlcal, NovathPhrrrna scnlcar Rdrrl.

Luclana Tudoncho, Hold of Rogulatory Affdn, Sandoz g.R,L.
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