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CllonYn 0,5 mg coPsulo (flngollmod):

Rlncurl loguto rlo ofcctul mcdlcumontulul nsupr[ slstsmulul lmunltur

Stimtrtc Prolbsionist tlin dorneniul sllndt[f ii'

|n noorcl cu Agenfia liiuropeontr n Mcdicntncntultti (nMA) gi Agcn[itr Nnfiorrnllt

n Medicarnentului qi o Dispozitivelor Mcdicttlc, comlrnnin lbrtnncctttiotl

Novartis doreptc s[ vI inl'onrrczc cu privirc ln rnoclilltcflrilc rcocntc 0dusq

lnltlrrnnf iitor clesprc proclus 0tr privire In cl'cctslc itnunosttpt'ett()uro ttlc

medicurnerrtului lingotiinod (Gilenyo) qi s[ profitc do acenst[ ocnzic pctttru n vA

amlnti Un6lc rcconrnn{ttri irnportnttlc dc ndtninistrurc,

Rszumat
Iteactiilc ndvcrse elutl1ernte moi ,ios au I'ost rnportatc la pnoicnfii cllrortr li s'u

ndntinisffnt fingoli mod.
r Cnrclnom bttzocolulnr

o Sc rccomnnd[ cxamcnul clinic al {esutultti outunnt ln inilicrctt qi in

tirnpul trntautcntului.
r Loucosncofnlopotlc multlfocol[ progreslv[ (LMlt):

o Medicii ircbqic sd cunonsc[ riscul uptrrilici l.,MP, stl inlirrtnczc

pncicnlii qi uptrrfintltorii ctl privirc. ln primclc simptome stlgcstivc

p*ntru'f-Mp,si sI le rccornnntlc sI solicitq usistctlflt rrrcdicnlil lu trpnriliu

tlccst0r0,
; lnointe clc inccpuon traturnentului crr lingolitnocl, trcbttic cf'octuut

un cxnmcn RMN iniIinl (dc obicci, in tcrmcn tlc 3 luni)' otl lopcr,

o in tirnpul elbctu[rii exnnrenulrri RMN dc rutinft, rncdicii trcbuie sll

I're trtcrrfi pentru o dcpista leziuni cure sll stlgerczc prozcnfn L.Ml''.,

o Duc[ se sugtpccicuzfi prezcnla [,MP, trebuir; clbctunt intcclint un

pxgulep ll,MN lrr scop diagnostic gi trcbuie inftsrupt trnttttncntul ott

llrrgolirnocl p0nll lu cxoludcrcu diugnosticului dc LMI',

r Alto Infocftl cu ogonfl pntoganl oportunlqtl, Incluslv llrfoclll ulo

slstomultl I norvos contrrtl
ln cnzul apurilici ttttci intbclii:

o i,a pncicn[ii cu inlbctie activ[ gravll, trobuie nrnflnntd lncoporea

trtttamcntului ptln[ ln rezolvttrcn accsteiu,

o Dncli pncicntul dczvoltA o intbctic gravtt, trclrrric ttvutll ltr vcdsrc

intrcrupcrctr trat$menttlh.li qi evolUttruu 0u trtcrrIio H rnportultti

bcnciiiiu.risc irrnintc de reinccpcrca trntttntonttrlr,ri,

r So contlnuI odnrlnlgtrnron dup[ lndopllnlron ccrlnlalor prlvlnd

monltorlznron homolotrcogrnmol (HLG)'



nrot(^o

t,otii p,)iu

/-\

de ,*;;( e/Informnlll suptlmenturc referltoure la
recomunrlilrlle resPecth'c I

Mc{iourncntul liggolirnod estc uutorizlt co unic trutgmcnl d0

ln rgz0l vnrott ttr:csttlin,
- 'l'rclruic nvutll irr vcdcro ltltrcruperott

irrfoolic gruv0 9i trcbtrio cvnlunt cu

rclnccporctr truttllncllttl I tl i,

- l:llntlttnron lingolhnod potlto durn

trntilltontului, Prltl tlrlTl0r0, vlgllon[n
contintlt,: lrt toutll ttottttsttl pcrioncltl,

trutsm0ntultrl dnctt ptloientul dozvolt0 o

utonfio ruportul bcncficlu'risc lnninto dc

pAnd lo doull luni dttptt intrcrtlporcu.prlvlnd 
doplatnrt:u intboliilor trohuic stl

rnodillonrc u

solcroz[ nr u I tip lA rcci d ivttrttA"rcrn itctttil cxtrclr do nctlvll'

l)in cnuzl r.:ltolclor snlc imunosuprosonro, fingollrnod pouto dctcrrninu nptlrili0 unor rcucfii

;;r;;-s;,;uo, f', loosrt $0ns. nu ibst rcccllt ictlrnllznto Inf'orrnnliilc dusprc tttucllountcntul

lingolimod,

r Ctucinqnr bnzocclHJttr

S.nu ruportut cszrrl ,t* *r.innrn bnzocclulor (CBC) ln pnclonfii r:llroru li s'n tldt11lnistrut

finguiiilua, utAt rlin progrntrrttl rlo stuclii clltticc, c0t gi dln oxporionlu {9 dupn punoroa pc

nintfl, I'ri' rlrfirtfo, csti nucosflrd preo'Ufic pcntf' doplstnron loziunilor cut0n$t. qi sc

i..iiinr,",,rn u*ninu,iur clinlc nl lcsutuiui cutrinnt ln inlllorcn trntnntctttultri, dup[ ntinlmurn un

gi 11, ultorior, csl pulin 0nuul, in l\no1io dc cloclzll tnodicrrlttl, DocA sc obnerv[ apnrilin unor

icziuut suspgot(r, pacicntttl trobuic ltldtumst spro consult donnutologic'

ilu.i.rtiL.i' rr,lgpinzll ncrlvo cunolcut0 (lrrcluslv CIIC) nu trcbtrlo trtrtnfi orr lingollrnod,

r tn l'cqlii. olsrrtuni{ln
lllbgtclo irnun6strpreffinto fingotimocl pot cr0$t0 riscul opnriliol lnl'ocliitor curc uflcctcnzll

$NC, inclusiv inliolii oporrurristo cilm suut Inl'ccliilo viralc (dc rlxot'ttplu, int'co1lo crt virusttl

fr*ttr*r sirnpl.:x, lnlbclic'r,trr virusul vuricola zostcr), Inf'cc1il [tnglcc (dc cxcntpltr, rncningitll

ctlptococictl) sug inlbclii tltctoricnc (do oxcrnplu, nllgobootorii tttlplco)'

Mcdiollor nrcscriptorl li sc nmitttesc urtntltottrolcl' '-- - : 'l'*uo*rro trutnrnonrului trobrric urndnntlt In pucicn[ii qr lnt'ocIio nctivll gruv[ p0nll

r Lurrlloonqlifnloputlo mtrltllbonlnfils.roslvlllLlYlt) -
cuzuri clc l,Mt) uu mffii],iffi t,r ti'nfr r-ntnrnontului cu [ingolirnod. LMl) cstc o inlbolic

.pir'tunistn ouuzutb rlc virusul Jolrn Cunninghttttt (VJC), cuf0 pont0 Ii lrttnJll sntt potttc

c1ctorrnirrl lrnrrcliuirp scvor, l,MP pouto upttron numtti in prczorttu rrrrci inlbcfii crr V,lC' DttcA sc

t'u,l t,,,nto pgntru dcplntnrcu vlrunului JC, tlcbuic nvut in vodorc l'tptrrl ctl inllrrontu lirntbpunlol

ii*,,pro nu,,rntotii tort{lrli pontlu clctcctnrct nrrtlcorpilor rntl.VJc nu rt I'ost stutlinttt lu pucionlll

iir,lrti u,i tingolin1od, l)c o$gn)enca, trobulo uuui ln vocloro fnptul ctl un rczultttt ncgutiv lu

t,ntul puntrrr clortroturau unticorpilor rnti-VJC nu oxcludo posibilitutort utrsl inlbctllrl ultcriottto

ci virlsul JC, lnuintc dc lncoporcu trrttnrncntulul eu t'ingolitnocl, trobuio olbqtunt un 0x0m0n

nvN tntttot (do otrir.:ot, ln tcrnron clo 3 tunl). cn ropor, ln tirnpul efbotutlrii oxnntcrtulrri llMN

dc rutinll (ln corrlbrnrit,rto.r' roconrnnd[rilc nu1lonalc Ai looulo), rncdioil trobuic upordc otcnlic

Orpioinrii'rlc lcziupi 0rrp r.rugcr0nz.f\ prozcntn [,Ml), La por;lorrlii considorufi cu rittt) crcscut de

*purillc n l,Ml), cxnnrurul irmN priotc t'i ooncldornt pnrto din strutoglu do vigitrlnl0 sporil[t,

ljuc6'sc ruspcctcnz.lt prozonln l,Mlt, trcbulo clbctttttt irnodint un cxnmcn ltMN ln scop

Ji*grtorti. {i'trabuic lnirurupt'truturnonrul cu lirrgolirnocl p(\nr In oxcludorcu dittgnosticulul dc

I-MP.

. Lml'au
Au fi6t rnliorirtu cnzuri dc lirnl'trrr In pncicrtlil lrltaf i cu fingolirnod,

,tl



r Mon itnXjAlrroqr.hornolq$lill$tgtluil,
profosionltrtllor clin drT.*nili;iilfiiitll ti re roumlnreEto cA, lnninrc rlc lnuopcrc* tfrfilnrcrltrlui

cu tingorrrnocr, trotruio rrlnttzntn o hornorouoogrlqn'roconil. (udioH crbr.rtuutn cu rrr*xlrnunr 6

lunl in u'rr[ eau duptl lntrorup*.. tratnmsniulul onterlor), pontru n so usigurn cll clbctul

trstnmsntului nntcrior [!cuprn slstomului hnunltrr (ql nnittlc, oitoporlio) $'tl rczttlvttt'

Evnlullrtle pcrlcrdlco nto ttlb sttttt, do n*o,nonon, rocornnndutc 1n tlrnpul trntntncntttlui (ncllctl

3 lunl cte In lrrcoporo' trntrirrrontt,fut lt uf,utior, col putln unrrnt) gi 1n cnz'ttl upnrilici sctnnolor

do inlbclltr'

l)ontru lrrlbrrnutll oonrplotc privind prolilul de uigurnngt nl fingolirncrd 9i rcoottturrdltri dc

prcnr:rlcrc, conrultull Inltrrrnnllilo prlvlnd prodttsul'

Apet lu raportorea de rerclll adverse

Bsto rmportnnt ,n 
--rnporiuti 'npariliu orro6ror ronolii .crvcrsc *uspcctnt*, usocintc 0!l

0dmlnlsrrnrou nredlcninontultli Qllonyu (llngolinrod), olltrc Ag'crrliu NulionttlI u

Medic.montului gl u Dispozitlvclor Mcdictrlo (iu*w unnt,rtt), ln oonlbrmitutc ctt sistuntttl

nu!lon^i rlo ruport'ro sponttrnd, prin,tntornicJluti'ttiqut p.ntru.r(lp'rt'rcn spolltntrti n ruucliilor

*dvsrsu ltt nrodlcnm'ntc", clisponibtlo p. pngino tuui l Agonlioi Ntrflonnlc..n Modicnnrortt'lui

gl n Dlspozitivolor Modicalc lwww,rit|ttt,ro), ln soclittttott Mcdirlnttrontc du uz

irr'nn/ltnportoozll o rouc[lo udvcrstl, trlmis[ clltrol

Contrul Nnflontl do Fnrntncovlgllonfll -, ,

Agonlin Nulional11 u Modicnrnontutui qi u Dispozltlvotor Modlculc

Sti, Avlntor Sltn[tescrr nr' 48, soctor I
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T.otocrntl, r9001rir0 [dvorao $rrspoct{rt0 so pot r&portn qi,ctttrc rcpr.'.orlturl1* ln ltorn0nlu n

t)o[inllttrrulul nutorlznf ioi rlu puncrc po piu1ll, ltt unnlttrrnrolo dote dc ootttnctl
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Coordonulote cle contuct ole reryer(tntnnlol locnlc il Dcllnlltorulul de

autorlwlla tlc Punarc Pu Pln(l
l)cntru illtrot ltri gl in1'ornrrrlll suplinrorrturo rolbritonro ln utlllznrott tttoclictttttttrltrrlui clilonytr lrr

condllll dc tlguron{tl ql clicuolruto, vn riignin'aI sorrtuctn[l cornpnnirr Novttrtis, ltr rtrtntttottrulu

dnto do contuct:---'- 
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