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CAtro,
Caea de A,eigurdrl de S6n6tate

ln 6tontla,"' ---'6Jlmnsf/llomnulul 
Preqedlnto - Dlr€ctor G€noral

/'4.:til'

In conforrnltato cu Hdr$Ba M'S' nr' 38101E107'01'?016' lnreglstrate la

C,N,A,S. - DMS ou nr, 35?'/01'0'l '2018 v6r aduoqm la cunogtlntd mieurlle

Intreprlnse de I'genfla Nallonal6 a Medicnmentului 9l a Dlspozltlvelor Medlcals

(ANMDM)pentruInformaroanorpu|ulmed|cer|pr|vlndr|scurt|agata<laafactu|

asupra slstomu/ ul lmun|tar d| mld|camgntulul $l/,enya (flnEoilmad),

VHruo6m$a|uatlm66urido|nfcrnnareafurn|zor||ordoeerv|c||mod|ca|epr|n

af|gareapepE0lnael6ctl0nlc6aceeoIdoaelglrrdr|desdndtate,ln|ocv|z|bll,a

dooum$ntulul ,,Qllenya 0,6 mg capsule (ttngottmod): rlsaurl /ogate do efeolul

mocilaamentulul asupm s/sfomu/u/ lmunltar"'

Anoxdm ln fotocople dg()unlenlul reepootlv'

Cu atlnttl,

EIIII,EGTOR CIEiNIERAL
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Cllenyn 0,S mg capstllo (ltrngollmod)r

Rlscurl leguto do efecirrl rrledliarmtntulul 0supru slstcmulul hnunltur

Stim0to Pro{bsiQnisl din dorncniuI slnAl.tili i'

ln troord cu Agr:nfio b)ur.pcanll tt Meclicanlolxttrlui (L1MA) qi Agonliu N*fionulil

n rr4.Jirn,no,ittrltri 9i tr Dispozitive lor Mcrlicalc' cotnlttrnia lurrnnocutioil

iln"riii, o.rrqte |J6 vtl inlbrrnezc ()tl privire lil modilictirilc rcsorrtc ndusri

lnlirnnuliilor clespre procltts crr priviie lrt.,cl'ectelc iurutrostlprc$ourc ttlg

nirOlro,n*nt'f ui fingoliinod (Cilr:nya) gi sli prolitc de nccastli ocnzic pontru a vll

nurinti unclc t'trcomrin titlri irnporttlnte dc ndnritlistr*tre'

Rctuntul
Rcacliitcadvcrse9ntl|uefotemoi.josuulbsl:r0p0rtatclaprrcir:nfiic[ror.nlis-tl
trdrninistrnt lingolintod,

r Curclnom bazocellulnr
o se recornnnda cxstnetlul clinic al testltului cuttln0t ln inilictcn qi in

titnPul trltanrcntttlui,
r Loucoenrccfalo pntlc ntultlfocnlA pnogrr"'slvl (LMP):

o Mcdicii rreb;i; ufi ouno"r"it rlscul *pur.ilici L,M*, sll itrlbrmcz.e

pocienlii qi opurlinltt.orii crr privirc..la prirncle simptonlc sttgcstive

pentru'LMp gi's['le reoornande sll solicitc nsistcn{tl nrcrlisrllll ln npnrif iu

009$lorE'

" 
-'i.ni",. 

rle inceporcu trutanrentrrlui cu {ingolirnod, trcl:rrio clccnrot

un cxtullcrt RMN iniIinl (clc obicci' ln tortncn dc 3 luni)' otl ropcl'

;' lili;;;i;i...t,,&rii exumcnului ttMN <lc rurinil, rnodicii rlchuio sll

lic trtcrnfi pcntru 0 depisla lczitrni craro sll-"{ugereze prozen{u l-MP'.'

o Docll sc suspecictrzf, prozenlu l'MP' trcbuic cfcctt'tut imctlittt ttn

cxtu]lon l{MN irr sr;op dingnostic qi tr,ebuic intt'ofupt lrtttsl clrtul otl

lingolirnod p{intl lu cxiltrdcrca tlitrgttosticului do I-'Ml''

.A|telnfoc{lIcungern$lpatogcnloportun|gtl,lnclrrsivlnfoc{llrrlc
slstentlrllt I norvos cgnlirel

lrr cttztrl npttritrici urtoi inlbofiii:
ol.npucienliicluinl'cc!fiooct]i.V|tErsvli.trclruicntlirrttt|tinocpel.ett
trntslmellttl lu i p{|ti!l ln rezolvutca nsolltciu'

I D,ncU pu.f"niuf dr;zvoltA o int'cc{ie grtlvfl, trcbuio trvuttl itl vcdqrc

intr.ffuporca rrniilnl"iiiu fui gi uvniuarca cu ntctllic tl rtlportultli

bcnct'iciu-risc huintc de reiinccpcfcn triltulnenttll[li'

r sc con,tlnua ndffrln[stroron duptrr lndopllnlrcur cerln{clor prlvlnrd

monltorllzurcR hetnoklucograrmol (H['G)'

I/:l
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Infurtnuf I supllmenlura referltoare Is prohloma de slguronld ;i
rcco ilwt ddr llt c r es PKI lv e

Mcclicnntontul l'lngolinrod csto rlutoriz{.\t oa unic trntnnlont de lllodilic0ro o bolii pclrtru

sclcroz.ll rnultiFlil rcc id lvatt tll-rcrn it0 t)tti cxtrclll do nctivtl.
Din uruzn clcctclor sulc imunosuprorourc, fing<rllrnod pouto (l0tortnino ttparilio tlttor rcttciii

uclvcrru grnvc, In nccst scns, uu {brt roccnt ttstLutllznlo lnlbnlluliilc dcrprc me(licomcnttll

lirrgo lirnod.

. fiusibau-h$ztlcsldiu
S-1u t,itioruu i,iz,iii:i,jc onrolnour brzocclulor (CUC) l0 poclen{ll cllrortt ll s-n udlninish{lt

lingolirrrod,0tAt (lin proB tnlul dc str,rdii cllnloe, c0t 1i din oxporionl& do duplt puncrol po

pinln, 1r'1iu Lrrnt ,o, 0st0 nsccsrlril prcg1ullc pcntru dopistarct lezlunilor outnnnto gl sc

iccorrgncll oxut,ucuut olinlc nl losutului sutan0l lrt inlllcron tralomsntultli, dtlp[ lninilrulh un

un qi, ulterior, ocl pu{ln 0nLtnl, ln f[ncflo dc dcclzi0 nrodlcultti. D0c[ tlo obsorvll opori[i0 tlnot

lcziunl suspocto. lllcicnttLl trcbuls lndrumot sprc consult dornrutologicl'

l)uoicnlii sU ncopluzii tlctiv0 ounosQuto (inoluitlv C[]C) nu trebulq trot0ll otr l'ingolltttod'

.,lu.llie[iiru)al1!u$&
t.;t."r*tolfriln'ilffiooic rrlo ting,rllrtrod pot cr$qto rl$aul 0p0rillcl infocllilor cttro nlbctcttzll

SNC, inqlgsiv inllolii oportunistg ourn sulrt Iniictiilo viralo (do oxonrpltr, inl'cclio ctr virusutl

lrorpcs sintplcx' inlcclic cu virusul vnlicr.:lu zostcr), inl'cc[ii .llrngicc 
(dc cxclnplu, rncningltll

criptoooclcll) slu inlbclii bncterlcno (rlc cxornplu, nllcoboctorll stipico)'

Mcdisilor nroscrip{ori li se tttnintosc urtrlltrttttolcl
- 'lnccpcra^ rrat'utontulul trobuie urnAnatll In pacicnlli ou infcc1ic activil gruvll pAnl

ln rr:z,ol vttrott u{icstgio.
- 'l'rct'ruio flvtrtll 1n vodol0 llltrorupcr00

inl'cu1io gnrvfl 9i ttobuin cv[lu0t cu

rolnoopr.rron trs[0tncntttl l,

- liliurlnuror lingolirnod pontc durg
trot$rnontttlu i, I'rin rrrrnure' vigilonlu
oorrtinuc 1rl lo$tlt tlgcttstfl, p$rlo0dA,

tr0tsrn0ntului ductl paciontul dczvolttr o

atcnlio r$portttl bcncl'icirt'rlsc lnnintc dc

ptlnfi la doud luni duptr lntrorup0r00
privinrl dcpistnrca inl'r:cliilor trotruic sll

. Lc$saltlal',I0lorutirmultiipliljl$!$rcsi$1[.MD
clr.trri etc t,Mi'uii trrt nrportlto in ririrprt tr0t0nr()nttllu I cu t'ingollrlod. l-MP csto o inlbclio

oportuni|ltl1 out.tzntlt clc vifltnul ,lohn Crrnnlnghunr (VJC), cntc potlto ll l0ttllll- rllu. po0t0

altoi,irinu lrondio^p sovor, l,Mp p()1tc uplllsn nuntnl ln prozonlu.tlnul llll'octii ott VJC. Dttod sc

inu turi* po,,ttu rJ,r:plstorcrr virusulLtl .lC. trutitllc $vtlt in vcdcro lirptul oll illluon(u lirntbponioi

lsupru noulrtclii l,ostlrli pcnlr0 dctcct{lrEu nntlcprpllol untl'VJC nu o iitst studintll ltr prciunlll

rr*tir1i cu lingrilinrocl, l)c nsetlroncu, trobuic uvui in vcdcrc lnptul cll un rczultttt ncgotiv lu

tclit['l n0ntnl iotcct0rerr untioot.pilor 0ntl-VJC nu oxoludo posibllitutou unol Intbcttlri ullariot\to

uu viritrrul .lC, ln.lntc clc lncopcrorl lr.t*rxontulul cu l"lngolirnod' troblllo olbdtu0t un oxnlnon

tfVN luiliut (rlu otricol, 1l) tcnnot) elo 3lunl), cn ropcr. ln tilnpul ollcttltlrii oxomsnultrI RMN

dc rLrrind i'in conl?,rrnritntc crr r$comnrldAril0 n[llonalo $l locql']), ntodicii trr.lbuic 00ordc nt0lllio

clopi*lriiilc loziuni onrc sugclcozll prozcnlr l.MP. l.,u paciorrlli considoru[i ctl risc cr0l]slrt (lc

npirLlllc n I-Ml', r:x.nrenLrl iiMN p,i,rt. li cgnsllornt pflrtc (li,n str1kigltr do vigilqnl -{poriti1.

l)nc0 sc suspcor*nzll prozo1110 I.Mlt, trolltllo ol'llctuttt itnodlot tln oxBlndn liMN 1n soop

diugnostic qi trotruic lrtircrupr tr.t*ln6ntrl r;u littgolirnrt4 pllnl ltt oxcluclcrctr 4ingrtosticulul do

I-MP,

. Limirttrl
n u l'ost rutiortnt0 r:uzLtri dc lirnlirtn lo pncicnlii trtrtnli cu fingolintod.
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n l f l1fltf #1ffi Til#1]llliiifil:illtiiHtld'il'i,,i,llff u,T,t,li]ltil'lt,i;
rr'rrunrnrur'i ,;,,;il;' ilillnffii-jilllill,Tilyl,,?',i,il"ll;,ll:i.'n, l * ,'-io,,,.n .,i".,r,,ui
uvuludrils pcriodlco nlc ilLb ,,,nr. ii" ""^**]l:":::^._\o^' ,'']'':o'. cltopcrric) $.u rczotvlr.
.r,,,La"l,i'r,,""'p,",""i il,ii;iillill,,llli,Xf,liililiill"ifff,,i,l,Ti,:i,frul,'ji,*ill*

ft[i,J;:?;Hli;,.,iii;?*i:.fi11:'ff1;;:',1;1,fl:,i]nurnnl' .r nngonn*r. qi rcconrnn<ri,ri dc

Apel la ruporttu,ea dc reucfil ndversc

ii,i',,i1]Jl?ill"',iT,,jjllllllJi l,'rrrrrja orrcdr.r rcnclii'crr

ili.Jffii:,txlji,*t.i,i,,ilijiil|.i5n";;f 
f F!*** ,.,rtr Jl;tiilJtru:l,,:t

r'F;ijl#*ru:r{:Efi il 
#l;i$,'li {ni ru; r';;lrj:'l:r'uuji;::liiil

i'''"n'p"'i*1''u',]',i,,.rii",,l,""JJio, ,fffiil':lll:i)' ltt soclluncn vr'4r",''i..ir""i"r"'',1,
Lontrut N[flo[ttl do I{

Itrlhilji'fff JH#fl 'tr#j[j:Tl1'oiopo'ttruotn,.Msrrc*rc
0l l47B - B rro,ulostl
'lct: j. 4 075,1 | ti zss
ll8x: .r'4 02 l3 | 61 497

.,. o-rnrLilt rdr@ggr:UA

'!:llii"i;, 
ili:llil'l;';:il, ;1i""'to 

se r)ot rnpo.u .,i ctrrrc

N.yn r,s'rn,.nn, su,,il,.lJ nfjni jlffi ', 

Li,,illil ;,J::lil]:T, 
* irr * o m, n i' u

fiTIJ;i.rffii:lJnbllil cu lctivtluraa <to thnnucovisitontit punrnr r{onr0nin: l)r,
Str Ilorlru Vdolroscu nr 30l_3 | I, ct{ll l,soctor?020276 - B rrcu rcqt I

'l cl: + 40 2l3 | 2990 I

|.ux: "r. 0Z l 3l040}g
ti-nrn i l; dlqgsgliiuqm$rh@.r.w"luli&ssltr

Coorrlondelc dc conlucl

f:!,:.:!l::lt! * t!u,,rre pu pt'to/le 
rcprczsntunlct locntc o Dcltntttrtrutut tc

l'cntrU intrcbllri gi illbnn0tii rur

;ily]il,1,",rllill'ii';"J'lilliffillx.Jfil,T,;;'::lfilJ,'',f:krfi,il.,fl'jflff::'ilil,:]iH[l:
Novortis l)harntn isdrvicos Rolrlanlfi Slll.,

il[]J-i1;iffilj:rrr 30r.3 | r, oral r" $ccror l
Tcti.r.402t3tZ9t)01
lruxr + 021 3t040zq
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