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cAsA NATIONALA DE ASTCURAru DD
c ItNcT IRnS0DtNl.I

C0100 Cdlnrullor nr. 248, Dloc lS 19, Soctor 3, ltqo
li-ntniI gnlJx9;plrrseditla@':0sll,]t(l,'t'pl, 03?2i309,2i0. F{x

/ttsoa/lc or,n,r
Cltro,

In etenlta,
Doamnel/pomnulul pr€gedlht6 . Dlr€ctor G6nerel

ln confornjfiato ou adf6sa M,S. nr, O0OB7E/18,12.20,1 g, tnregtstrat{
- cu nr. P 11506f21,12.2018 vd aducem la cunogtlnte mgBurlla tntroprlnse
Europeana a MFdtcsmentutuj (EMA), Agentla Nallonald a Msdtcame
Dlopozltlvelor Msdlcals (ANN4DM) pontru Intormarsa corpulul m€dlosl
lnf1matlllo nol l\1poftdnto rof€rltoare la prT,venlrsa sarclnll, dtosato at
cdt el babatltor tpa au Mytorttc (d6td mlcofenollc),

VA fugdm sA luall mdsurl d6 Informare a furnlzorilor d6 servloll m
aflgaree pe pagljra elechonlcA 6 ca8€l d€ aslgurAfl de Edndtate, ln l(
trl9crsu pe pagtfs 0tectr0ntc6 6 ca8€l d€ sslgurafl de odndtate, ln
documontulul ,,M!to,' c (dcld mlaofonollc)xka grav do terctogenla
lnpoftante referltiare la prcvenlrca saralntt, adre6dt6 atat fomellor, cat sl

Anexem ln fotocopla dooumsntul respeotlv,

Cu stlm6, ,/
//,,

PRFsrslryrE

p,,0";i.ci,(i"l'.. "'\

cAsA JUDETE4NA DE Asru--i{ARl
DE SANAIA TE

,..,..,,,,.., VFANCEA
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ln plusr

Do gomun

oompanla N
ptovonlr0! lnll
flloofqnollc),
mlqoflnollo, n
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Stlmr(o profoslinlst dln domonlu I s!n[tttfll,

A-go-nll0 
"N0Jlonold, 

0. Modlcnmontului 9l a Dlspozltlvolord, cu 
, 
Agonll0 

" 
N0-llonold a. Modlcnrnontulul 9l a Dlspozltlvok

nts, dorogtc sA vll Aducl l0 cltnofdnld rocomonddrllo consoll
6iurslfl utlllzdJll rnlcofonolorulul Ao mofotff tp*."rso,: lornr0 qc v! frrmocologls a mlcofonolntulul do moforlfornro qcdv! firmocotoglo a ,nt""i"notniuruj ii,"iiiif

8t0 un tol[togon um0n putornlor 00ra, ltl cszul oxDunorll ln
.porlflo o [vortulul spontnn gl a molforrnnllllor congirrltnlo.

otlll ru s! w odmlnlsrrn h rqrclnd, cu oxccpllq c8zurilor l!) c,
un 0[ tr0t0ncnt 0llcrnstlv 0degvlt dc prqvcnlfc 0 rcjctului dc lrons

aoldul rnlcofon l:-ro:,olll$ilrl so,Clcj tuturoiinodloornonrolor 0 citror subs16rlli
llc. Modlcamonrul Myfortlc al coruporiiii Novorrls conllno nclj

6ub fornl do tn cofonolEt do sodlu,

Retxn or lrrlvlld slgttotts

Mlcof6nolstul
oroflo rlsculdo

L0 pu ctul 4, sl rczum0tulul oflr[ctoflstlcllor prodttsulul s-au Adllugflt unril
oonhs Ind lc.{{ll;

r Mlcofcno
dlsponlbll

.Ilkofcm
(nrlir..rl

!l nu la vl dminirtr| a.rnciha rtb!. ln pqrirdt fcniu
da cffiFrFli. fq't. cfxrra

. Prntru o ludc posibilliorcq utlllzirji occldcntslc ln rimpul snrcinii,
ntlcofcnol nu ftcbulc Inlllot lo fcNollc

ssrchd ou rozultot nogatlv,
Bnote ln pcrlosdo fcrrilll cnrc nu

unultost

Modloll so

ofggtsro c
d6 0 consu

0slgure ed fomol16.$l btrrbelll clro uflllzorztr ml0ofonolot tnlolo
ui,.ncsosltqto! utllltllrll unor mofoclo contrscoptlyo oflc0co'$l .

Imldl0t un rnodlc, tn q0zsl ln cqro oxlstA poslbllitntcn aparlllol unr
I dlrpozlllq ln0torlal6 oduoallon0lo p6ntru 0 prozonte ln clo{ollu lco

oo hBl0rrlonlulul cu Myfoftlg, p€ntru 0 oxoludo prob4billtata0
brlonulul la mlcofonolot, folnollo 0nato ln p;rlorda fortilil

10 zllo do lq.prhrul tost gl l lodlor lnqlnto do lnooporcn rrntn
do snrolnd trobulo ropotsto orl do 06tq otl osto nocos'ar clln punc

So vof pufio

la ldtorvql do I
Myfortlc, Tasto

Rcco, t tIlltl Narc I gl l tastcle le {sftchtll

lnnlnlo do lnc
oooidofit8ll B

6footu6zo un {o do s0rclntr, rocoln0ndfudu.so roallzorcs a douil tosto do sqrcln
prob! do urlnE not, ou sonslbllltlto do mlnlmurn 2J rnUl/rnll al dollofl tosl trc

cllnlo (do pltL duptr rsportnro0 n[ul doc[lqj In utlllzqroa oontracoptricl),
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Iornollo aflcto porloada fortlll trobulo s[ utlllzozo slmuhan doud rnorodo o
contfoccptl!, I

$6so sUpt[m0nl
into d! lnsop6rc0 ttstsrTrontulul ou Myforiic, ln timpul dcostul0, cAt li
upI lntr6ruporw trstBmontulul,

ttatsrTrontulul gl tlmp do ool pu!ln 90 do zllo duptr lntroruporoi
p0sloulllor b6rbsll ll ro rlgonlandi sl utlllzozo uotodo o

BArballlor ootl I s€xuql (lnoluslv oolof v0socforrlzttl) ll so rooorrandd sA Fo

prozorvstlvo po
In plus, partor
controccplio,
Myfottio odm

Ptcc(ulll

laolongllor ll
col pulln 6

lllicofcno

durota trstflmlntulul, cAt ql rirnp do 90 do zllo dupA ultlt n
Dacl6ntulul bdrbqt.

Intorzlco donofoB do sAngo ln lllnpul trtllflmontulul cu rnlcofonolot fl
[rndnl dupl lntrcrupoNa acostula, paolonlll do sox rTltr8culln [u tr

lor
p0

0l cozuri dc uvorlqri spont0nc h .15./o . 19./c dintrc fqmcllc gr!\ idc q

tul dc nlofclll, conlpotqtlv cu o rstl dc 12 ' 33% rapofloli I0 p[o

rtirllor dln lhoroturq do Bpoolsiltflto, c{uurllo do m0lformfitrll a!
" 27% dlntro nou.ndsculll vli al ctrror mBmo ou fost oxpudo l0 ml

donozo rpomd n thllpul trat0hontulul gu mlcofonolot, prcourn ql tlmp do c6l ptrlln
dupi lntrorupo 0c00tutq.

Ittlon tqll e lnrc rcfc loaru la prcIc ln oclnnllzarc a dqtctor prtyh slg

Rccomsnddrllc IlEi sus suryln ln urms uncl cvaluAri cumulativc 0 &fcclcloa
cSri !u con cd mlcofcnolsrul cgc un terlto3cn urun F/t.mk ti .! Fr?'tnr!
.\id.nlci unui F!(cnt c.efrr dt tlJfait!{ii oq.rfrird. $ rr<.rtn grorU:
lj4ralcr! cu ull micofcr|olrNlui In €{inDg|ti. cu dt |'tldicftrdt

S'ou

uanspr do org0flo Bolldo $l trflt0tl cu 0lto lmunosuprcso{[c dccAl nicofcni
mofotll.
Po bozo
crzul E

do mo
populallB
solld do

I ln thnpul sorolnll (comparatlv au 2Vo . 30/o dlntro nou.nllsoutll
gonor8ll fl cu 4% " 5% dlntro nou.nlsoufll vll 0l ctrror pllrln{l qu ti
Esn au fosftrEtsll0u elto lmunouuprosoaro doc0t nlcofonololuldo fl

Colmol fioovorit s.ou rqportst unndtosrolo melfonnofll (holuslv nl0lfonn0{ll nultlFlq. Anomqlll plc urcchll (dc oxolnplu, onorylllll d0 formnro ssu ebsqnlo
oxtorno/m6illl), sttozlo c0nalulul oudltlv oxtorn;

' Afoollunl ofrdlaco oongonltolq precum dofooto d6 6gpt otrlal tl vontrloulsri

' Mslformalli faolelo, procurn cholloschlzls, pfilotosohlzl!, rnlorognallo ql hlpcr
orbltqlt. Anom0lll 016 oohllor (do oxomplu, colobom)i. Malfoflnrfll 0lo dogotolor (do oxornplu, polldrotll16, shidrctlllo);. Malforfidtl| ttahoo.osofagiono (do oxomplur atrozlo.sof0gian[);. Mslformstll016 sl6t6lnulul norvos, procum Bplnq blfidol

' Anornsllltondo,
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Matc ale

DollnAtorul
dln domonlul
mloofonolotulul
h0tqmontulul,
6otch[, Modl
poclontllor dc
t6lltogoh il m urllo do provonlrc o aarclnll.

Apsl la tlt! rctclll sdve$e

Est. lmportont
modloErngntulu
Dlspozltlvolor
spontanl, prln
m!dlc[montor',
Dlspozltlvolor
roocflo sdvotsd, rlnlsd odtroi

zqlol do punoro po pllld va lrsnsmjto matorlalo oducatlolalc speci
sAnltdlll, Aooslc0 yor lntilrl qlonllondrl16 prlvlnd lor;lbs
yor .f[c: . rooommdtrrl prlvftld contraooFll0 

'lnolnto 
do I

tlmpul ql dupA tot0plo ll vor 6ubllni0 nocosltat€o ofoctuHrll tor
trabulo s[ {hrnlzozo fomollor 0flato ln poriondc fortlla Ol, dr.i
i,ma8culln, lflfonn0lll comploto 0dtossto paotcntulul ou priviro i

str tlport0li orlco rooolll sdvlrsa sugfJocto(o, 0socldto cu 0dlrl
Mylolllc {scld mlcol'onollc), cdho Agenll0 N0llorsl[ e M6dlc |lron.
idlcslo (wwlv.anm,ro), ln conformltlto cu sistomul nottonoi ao i
Intomcdiul "Fl$ol. pontru rsportcrot Bpontln[ 0 rooclillor tdi
lsponlblld po pnglna wob o Agonllol Nnllonnlo a Modlornror
)0rcalo (wuw,qnm.ro), I0 s6clluno8 Modlcflnonto d6 uz u|n0n/Rfl

Conlrul Nstlonhl d0 F0rnrrcovls ontll
Str. Avltrtor StrnFtlsgu nr, 48, Soctor l.
0l 1478 - Buourlftt, Rornonlo
f0xr +4 021 3lit 34 97

Tolofon: 021 312 99 0 |

rel: + 4 0757 ll7 ZS9
cr oil: ndr@ennr.ro

1"*f .Ta-l,i! $rtrr+ rrrtFcrt t F nFru $ crn lgtcrElr4rqqtrttorutut !utori:llici dc pun.r. F pi!p. l. urfiltorltc d.r. dc Cqrrxt.

Noyqrtl! Phrrni|l Scrvlqct Ronrnln S,R,L,

kllwi:y jmoa, Bulldlng 30t.311, B-dul B0rbu V0car6scu, or. l, scctor z,
uu0ul0etl l(omgnl0

F0x formqoovlgllontai 021 310 40 29 9
E.m0llt drulsrfqty,rom0nls@rov0rtl8,oom;

Cooftlotmlele
, pe alll

conlqcl de rcNercnl{tnlel tocxle nlc Delhfiktrutul (e ouknlznlk

DrcA svoll 
,01106 ^lnlroblrl 

oau dorlll Informolll Buirllm!ntaro prlvlnd adn
nodlo0mqntulul Myfortlc, vt rugtrln B[ cont0ct0ll roprozontonla locald lo urmdtonrol
00nta9ti

Dr. Aloxondru lonol
Nov! ls Pharm4 Soryloog Romlnlo S,R,L,
Lskovlow_Offico Bulldlng 301.311, B.dul Borbu Vscqroscu, ot, I, scaror 2,
buour09II KomDltB
Tolofon: 021 3t? 99 0l
Fax 021 312 9917

!
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E.tndlll

Cu silrhl,
Dr. Aloxandru I
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i lnfof m0tlo,|?lodlcela@novsrtls.oonl
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