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Cltre,
Cesa de Aslgurerl d€ SdnHtato

ln rtcnlle,
Doamnal/Domnulul pregedlnts _ Dlrector Gcnsral

ln conrormrtate cu adrs's ANMDM ff. 178Er15,01,2016, Inrsgistratg re c,N,A.
nr' LM308/16.01.2019 vd aducem ra cunogilntd m{spfile rntr.prrnsc de dgonlra
Medlcamontulul ql H Dlspozltlvolor Madlcale (ANMDM) 9l companilt6 Roohe
Novartls Phafm6 GmbH el $andoz $RL, pentru -lnformaraa profestonlst ar dln
sanarat/i refeflotor Id rlcomanddrlle modlflcate prlvlnd contrdceptta pentnt
care conlln Mlcof6n}lat,"

V6 rugAm 8g ruail mdrurl do Informaro s rurnrzorilor da s'rvrcri medrcsro prrn
po pagrne oractronrca s ca'€r da asrgurlrri d€ 86ndtato, In roc vlztblr, a
"Cell)ept 250mg aapsula, CailCopt 6tt0mg comprlmate ftlmata, Myforttc 1B}mg
gsstrorczl9tonte, Mylorllc 360mg oomprlmale gaslrorezlsle nta gr Mtaofsnolat mofe l
500m9 comprrmat6 flmate - Recomandarr modrflcata prrvrnd contrccoptra-.

AnexAm [n fotocople documantul rgBpscllv.

Cu etlmA,

',.),/l
e 

?F€-SEUINTE
R{zvan r?Tf,lrr Vutcdnorcu

VICE#gSEDtNTE
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Cdtro,

cAsA NATTONALA DE AsrGUR.{Rr DE SANATA

Dommulul Progedlnto l.ouronflu Toodor Mlhal

Ij:,1:,'f,r"lr :"1?!lil!l,rnfrrito tntrcprinsc do Agontia Nnlionatryt:r;:g1ly"'*^1.?_?ltdi,i".r*-ii,r,arc,ii"Affi ;ftj'll
l::Il:$:lf:ion Lim.itod', No".rti, riii,,, b*ii';iffi,"#.i:i:
!lgr*:. profcaionistitor ii,, aorilr r"lrinuiatii rrirrir., ru
T$jl.ut: . privind rontruooplta pinnr 

"-rlircrrn.nur.
micofonolat.

g?T?rli|" Rochc Rcgirtration Limircd, Novartie Fhqrns OmbH
*lol_"^ 

..nl vor inisia irf;*";;;.il;;;iilti;; ;il domontur

flT j:fi iTl1yi,o::"T'nj*i.'c,*i"i,,i.iffi ii#.;ffi i;"ili;
lmy-:g:l1i"' rn ragrtuitr ,u urori ;;;;;'"rJ#;ffiil'lii
comunlcaroo, rgreat,

*.:ll-*9:tirate dc,informoro, ulilizot! etatematio tn UE, aro ca

:#ipll'l_{1l31p:!!l'.. arn uomoniui'i!,,d4;iili;# u";, ;,;fril:aigurrufl fn radminlstrCrca unor modtcamcnto,

*TYlr-Y,:,*,_r:t toxru I scrisori i d o tnforma re cutro profee lo nl 9 tt ijT',:f iul-:u'1ntatti, .po caro o disaibui; Jiiiiiiii"rl-it"ii.
i.l3if I *::T i'- -P_l $: o'rbH, ei s an d oz ilLr r.' i r ilifu ';:
fI,..l y{pt acec" ! i info rmr,il, r,i rubrica _ 

-lr;;ilffi;;' 
ff ,i; ffi;ll!'annncovigilcnl[ - Comunicllli Aircrto 

-rtt*-piof.ti"r*ii 
ain' sdnlt[fii,

ffi,_s

Xr
Ibt,*a\

Anox[n la acaaet[ adroel[ documontul manrionat sntcrlor,
Procizllrn c[ acsestl lnformalio , fosf ' t anrrnisa CifFll{fl -. Dirccgla Farmacouticu ii Uirpoiiti""'-Modicalc,

Modicilor dlrr Rom6nia gi Cologiului fr*r"iirrif* Ui, nimOnie.

ftle / a,5'6/V4 "7
MTNIBTERUL gAtJArA

ATIONALA A MToIcAMENTUIur_...,:,;..d U A DIIFOZ|TIVELOR ll
, Av, Elnllarcu nf.4i, rrctor l,0i{4?g

T.h +{(lfl.117.i1.i
Prxt +{011.!l

$of $orvlclu Fermocovlgltonftr
gl mnnrgomontul rlrsulul

Dr. Roxans $TROD

" r,rjrjl,;,.
I /wa
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CollCopt 250 mg coprulo (mtcofonolnt do mofotll)

f.:19:tl lll.lg comprimrto fl imnrs (rntcofsoriui ou r.rutrU
*f :li: I ll :t ::T gln,"l. laetrorozirten te ir rra ir."]"iiiill
ll{:"lt:_l!g *^.onlnrtnrrh grrtroroztrtont. i;;iJ ;il;;ffi ii;iMrcoronoht mororrisandoz soo mi .ompiilil'iffi i. bi;l?iilili, a.

Rscomnnon., *"o,Ltl'f.,n,nu contracoptrs
Stimatc profcaionlst din domeniul rlnltd!li,

?:.:t^3"9:.:ld_;u_As;nti1.n{ip9an! a Mcdicamontutui (European

**i"-It 911fl,{1,'J Lq.lliu, Nnll onal r..a rraroi..riiii" iriT I
y..-*:I."JlW,y?,1;11gi9rn-9rit"dufi n";;;;;;;;;i'Hiai#Hp"f
*tgqlT Limircd, Novartis pharma o*uri ti"i*U; $:ili),"frr;J;
inforrnczo cu prlrriro la urmltoarale aspcctoi

Retumat

. 
l9::"1l".ollnico dirponibilo nu cvidongiezd cxietonle unui rtsc croscut

IilY:ltr,.fgcnitalc rau nvort opontan, tn cazui-udi.tntro, d;_p;;;;;
aslc petcflrtt ta modloamcnto cari confin *toronotui,"iu-tlijYl :gqlv r.\

11T:,YlTTl,do, mofcfil (MMF) ei'aotdut micofcnolic (nrvrr)
gcnotoxice gi riscul nu poato :fi comploi exch.ra.

r lfn cazul fncicnfllor dc scx masculin, so rooomnndd ou acoqtla I
l*:"1"i::[gdo rox femlntn sd utiilzozo motodo rtguro ao contrrtrfg"
durats Uatarncntului pi timp de ccl putin fO OJ zttc AupU
trstomcntUlui.

Risou-l pcntru tbmcl rAm8no ncechimbat, Mcdiclmontolc cBrE
micofcnolat eunt ln contlnusro oontralndicato le fcmoiic au Fotonlialcaro nu utilizcazl rnetodc riguro de contraceptle. Accsto modicamcntccaro nu utilizcazl rnetodc riguro de contraceptle. Accsto

1: T.:Tn*?, contraindicatc ln fomoilc gravili, 
"uii.opUu rttua;ioi tn

nu cxistl opgiuni altemativc adecvato dc provanfie a roiotritut do tranrplant,
. ln cazul 

.paclontclor cu 
_potonflat fortll, trobulc utllizat[ col pufln o

llC.urA dG. cortrqcopllg pnlntg .aq hceptrca tratamcntuiui, pc
trat.montului gl timp dc 6 slptdmdnl dup[ lntrcruporoE tratamcntului, EstE
preferat, dcgi nu obligatoriu, u6 ee utilizozc doud fqrme dc contraccpfic.

I4lormapl rupllmenlutl ralc laarclap ,hlrfltfl dt tlg,u t t

Yjrl!1111*! utlllzrt ponrru provcngh rajotutut do rr8nrphnt, 6sto un torsr0gon umEn
cars induco svortulc6rg, lnoucq avorixl sponton ql oruzoaztr mslformllll congonltalo otunol ciid octo,rtilirot
Slovldo. L[ sFroxlnratlv 45% - 49Yo dlntrt qczurll! ds sxrunoro lntrautorln[ ra mlcnrhnorrt
rtporfat. rvonul rpo ton Il lproxlfistlv z3r/c - 27gl rllntio cazurl s.ru $oolat cu
congE n ltElc,

Isnuarlo 20I8

sxpuIoro Intrautqrln[ la mlcottnolu
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Mcdicqmontolo clrc cohlin micofcnolet - stAr mioofcnolatul do mofotil (MMF)tcllt gl

filfi;:.J;t,;l,lyrl;:l1,L,'l^:.l1Tl, *tl1,h!r*.h-i,'r.""rr, ou poronlra| fortrr (uti I rzcaztr motodo incrontc' d; ;rrffi ;ir;-ilr;ffi'#ilJi o,ill'H ;Li3l.rt'i,::
i:i:ll[,lf*:::i,-jli.Jl,l:r:,.ii]iil;;";;;ffi;;iruni""'i,i,,.u* rd6ov'r0 dor'j'rutur d6 trdnlpranr. In prur, dfii, l; i,iirrr,* ti.il;fiiil ,iT'[",iilii..r',ilili"i.t;:
ll,"r:lj".l, l:::l jj'- jl,li H:,'* r.r"pr .* iii.'.nilffi il Rozumqtoto caracicrProdurulul poltru cccrto mcdl-oornonto;.

AFel IE ruponnrce dc ruaclll atlvcna

E.mall: odr@unm,rp

' MMFrrt. un Fftcur.or rlAfrll

k;;m"::l..llj'11#,'..#lf ,i 
:*roror 6t ln tc6 sr n on+1 tnic o provo.nJ to do ro pactonll

il'9;'illli11ii,:^ Ti.il,ill?'|.,iilffi llli:'!,:',il g.lj,f#l,il"lil., ?l;;l
Dogl nu a forr dotormlnrtd ,on,lltol,,Jl mlcofonolst prozont! Iq lpoffnq conform

i#:l'::[L",rlll,:i]::1plll-...,1q,t*,rr,iir,ii iJiilit iiu.,.ara o. puto, n
f,t'::::l'-..0-"," qr o'ro r*p,oiitGiililill;il;j'ffi'ilT:,:lffljJ:1l,l,,ffllf;
su d0monEtr0t ct mlcofcnolatrrl cr
tcrstrauric[ tn nn rt xrr- ,,._-"- f-,qr.,"?toxlc h oonoantrulll msl marl doolt vtf.rf fi Oo._o
liffi1:i.'j,iil,-r, 

prrn urmrro,,r,r-ur a" .r*i. g"ffi rll'ffi #l...,;;'i:l Ii:1H:,[1T,1

Recornondaroa ElvlA la momcntuJ aotual crto-qa poolonlll do lox tndsoulln actlvl dln
L,l"T 1,ll"*:::,flnli.::lo_r"l:, potonltrr r.*rii[ riiiil*.lilodo rrguro do contn

l,'i:Ti.#ill' 
*-r i u r s I tr mp a;,,ii'iii,iiii ;ii" # ;,;.iTrT"ff:,'#.T;

Rcconnndsrog &ntorlotrl conform 
.c[rcla. 

plclanlll dE aox muoulln trcbulc s[ rprozcwrtivul pc lllngl motoda do contnlcoplla ofirr.l, urifi*ii-ao'nanono.olc lor n fort ol,J:r,;1f:f,ir,,j'; octurto dorpro produr,'lni,u;il;;ffi';;'rcn.ou nt"otui-d.-l

R'ourllo- pcntru. fcmor r'mrn n*chrn^hrto. Fomo'o ou Fo(ontlur tbrtt trcburo r,I uttrroro
l,",l3"o;'.Trylr"l,* 1:-l""_,.T:tlL",ln.rnr. oirno"p..l-troil'i'on,urui, po durar! rraumcnr
I 1lt *J-'-pg'tl"l rupJ',1,,i,1i;;1,;i i;i;;qJill;; rffiffiflil'J,fi il,?"#tllilT:ll1 d: conrraoopllo dlorr! 6!ta. abrrtincnll, Cu tooro u.oiiio, pontru mducorm la minl|l0u|uldco|ccalm0todo|contrucoFt|v!..r^,t..'.c.....,.reu'|'r ss sfcs ar m0tod6r cont*c,ptrv!, !!to da prcf0r6t ri ffo utuattr d'o'rcomplcmonttro dt contrucopllo,

:T,_llq:*I t[ rsportall orlco roocllo qdvcrrl rutpocrlrt, lroctrrl cu rdcrinb

ff3j:il,i1,,i:::,c,,.f ,j:l1|l;1t.r,',.f..,1,l1l r*hrr.,llr"t dl1,,.1ro,{r nu acrd mrcofonorc),Agcnfro Nafl onnrr n Mcdicamcnrurui ;i ;rl'il;ilh;il"rd;ftlli:,'ii ;lit*lilfiT,i:
l.Jl?1il, *^;ff".:llT ifj1::3" :jll:3lr r,g!ffi ; 6 ;;'ffi ; d rrpon I b I ro po psir*A gcnlt oi Naltonatc n Mad tcomcnrur 

"r ll i cjriplirtii;dr' tffilffi ."iil,#ffi b:]:Rlportcazl o rgtctis adv6rll.
Agonlll Nlflonol[ $ Mrdlcsnoniulul ;l n Dhpozltlvctor ModlcrlcStr, Avl0lor S[Il[tercu nr. 49, loctor l,
Bucurcltl 0l t 478" RO, Rominla
FEx; +4 02lJ 163 4S7
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Tllolrt!. rcaollilo advorro ru8poclato. t: .!oj^fport! ql cdrro roprozontanlolodorin[toriror EutorrzalIror do pun6r€ p6 pt'F (oApp), r! umltoaf.l6 dnto d0 oonhott

DAPP Medlqnmont Bnnll Tdrfon Frr
Rooho

Rc1lrtrrtlol
Lrd.

CollClpt ?50 rnt
c{pulo

romrnlodruLtclhtl@rooho,com +402t 106474E 't {03720032!

R.Elc
rdrto
ut

Gllcc't J00 arg
cd|rrFlll||t! fllmdo

reruntq,oruLr[f€lt@rooho.com
+4 02 I 20d474I +403?200311

l{drydt
llr{
GrU{.
Grnrlr

Myfcnlo t 80 mg
sfltl0dnut!
luuntrrlrtr nto

qr ua!|lrqry.rom0nttl({n0v0rlh,c0m
+40213 t04430 {401|l t040,

Navrrrb
Dt*nr
0mbH,
Oornoah

Mylbrtlo J60 mE
cdl4prlmrlo

SArForoU tlcnlo

cru8lorcry,romqntg(rnovldlr,o0m
+402 l3 104 4J0 +,10211t040,

Elndor 8.R,!., Mlmfonoh!
mofdtll 8lrdgr 500
ml somprln[(+
lllfitdtc

drulrnfory,tomonlngn o*rliiiiil +401t3 t0{4t0 +{02 t310402

f,ffi**o 
Ot *rtrtt ct ah tuprtrtntaaldlor locnl. c!, D.lh,dtoillar dr dulorttdfe dd

DAPF/
R!Intlnt!nl
TI DAPP

Adrsr MadlrrmrIt E!|rll Tdcl'on Fn

Rooho

Rlll nrlon
Lld.lRoaho

Romrnlo

8,n.L,

Fht$ Pr$ol
Llb!ru, Nr, !-t,
CUdIl€[ Clty
O[td -Turflul d!
8ud,

DsF$rtsmonlUl

Medlc.l, oqt 6,

Scotor l, 01370?
. Bu'lurlltll
Rom0dq

CullC6F! tr()
ftt !lprulo

rom0nh.m!dhf(|@

m€n!,com

+401t206{748 +aolz00:
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Rooho

Rcglrtrollon
Ltd,/Rooho

RdmrDls

S.R,L,

PIDI0 Pr$ol
Lllboro, Nr. J.5,
Cl{dhco Ctty

0olc - Tutnul d6

0ud,

D!prnq|hontul

Modlcnl, ornJ 6,
Scotor 1,013?02
. Eu)urdftl,

CollCopt J00

mA oomptlmrt!
fllmaio

|qrnlr.r'lddlnfo@
rqrf,

+401t306474E

Novo h
Pharmq

0nbH,
0onnonh/
Novqrth

Phlrma

Ronsnls

BlVd Blrbu
Vlcltctou 30t.
ll I, Cl[dlrro
Ldkovlow, rtqj l,
020?76, llctor Zt

Bucut6ttl,

Rom0nlo

lvlylbrtlo | 80
mI comFrlmuto

Strkorcrhtonto

mvardt-fl

lnfo lr*l
@novrfl.r

Novfftli
Fhumt
OmbH,

0qrmlnld
Novrnh
Phrfrnd

Rononlo

Dlvd Bqftu
Vlt:fll'liou 301.
1l I, Clldhql
Lok6vldw, irql l,
020276, rlctor l,
Ducuu$1,

noflrdnlq

Mytbdlc 3{0
mg oltnFrlmtto

l[ttroronl oni!

noldlllr Enr

Infonnuh-nrff
@novortltrn

Qolrru Florlqroo,
Nr. l{i94,
Clldlrcr A, otql

l,014419, rootor

l,8 ourclti,

Mloofrnolqt

mof6tll Sondor
S00 rng

conpdm!lr
fllmrt!

f6oi flFlFr.ftya
!trndor.c.rn

Cu rtlm[,

Dr, Marlur Urrn, N{cdlcll Dlroctor, Rocho Romsnla $,R,L.

Dr. Aloxrndru Dlnll[, Dlrccror Modlcal, Novaftlrphonno S!ru|cor Rd rfL

Luclonr Tudorqcho, Hotrd ofR0guhtory Affelru, Sqndoz S,R.L,


