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Vd rugAm Bd luati mUBUrl de Informare I furnlzorjlof ds servlcll m€dlcale prln
aflgar€a p6 paglna sleclronloA a cassl de a8lgurdrl de s6ndiat€, ln loc vtzlblt, a
documsntulul ,,comunrcare directa catre profesronistii drn domoniur sanat'tii
fysabrl (natallzumab): actuallzarea mlsutllor pentru roducerca la mlninum I
isculul de aparltla a loucoenc'fatopatlel nLtl focale progrf,slvo .,,
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Martie 2016

Courunlmre dlrcctfi cdtro profcclonlgtll illn domonlul ctrnItltll

. 
TYSAIRI (nit0llzumab): actualizarea miirurilor pentru reducorea ls

minlmurfl I rlsculul dc rprrlflo e loucooncofstopatlol ;rulfifocrlo progroslvo

Stimato profcslonist dh domcniul s[ntrttrg|

3:":::l:l ,Toll "u 
Agcnlla Europeantr g Medtoamon lut @MA) 9i Agentie

Ill9l14,u y:di.*entului gi.* Dispozlrivolor Modicale, compania riogen d6rojto
sa va toaduc6 In atonlio mdsuilo csenlialc pcntu reduccrca la minimum a riscuiui

!-,_r!1!i: . Icucocnccfalopatiei 
.mutiifocitc progesive 6UvO; ia-facienlii care

ptlmeso tetEmont cu TYS]{BN 9i s[ v[ informeze ln legltur[ cu unols mljuri noi
9t .mportsnto caro pot fbcilita idontificeroa prococc I LMp, cu scopul dc a
lmbun6tdli porsp6ctivolo evolulioi clinicc la paciinlii cuc d.-ofia l-frre.

Rezumat:

o Analizelc rcc€trto sugorcazl urm[toarote:
. Dctect[roa prococo I LMp cste asoclotl cu rczultatc mai bune,
. Cazurile de LMP car6 6unt relmptomafico cllnlc la raomcntul

dlagnostlctrll so pot arocla cu ofcctarc unilobarfi d€pidtat{ la
fillt..u ,p.t^o. 

IRM .(Imagirriclt prin Rozonanti Magnoitctr) rnal
tr€cvont decrr crzurlle do LMp sltnDtotndflco, nvind o tstd alc
supravlclulrc mal !|rrc tl rozultrtc clinlce mai buno.

o Trobulo lustl In consldsrare ofocfuaron mql frocventtr o unor cxsminiri
lmsgktlcc IRM (dc cxcmplu, ls ticcorc 3"6 luni), folosintl uu protocol
IRM- slmptificat (carc si inciudtr ,u."ro1, fre-fifin louaoralic fZ ;iDWI; ln cazul pacienfilor cu rirc mal rnaio de aparflie a'LMP.

. 
1.l,TI"Jil ::r€ nu au prlhtt sntcrlor tratomcnt tmunosuprcsoryi o.u
rczultst poziflv h tcstarca pcntru sntlcorpi anti"JCV, uivelui dc
3lqorpt nnti.JCV (titrul) estc asocitt cu nivilul rkcutul ic apnrtlic rLMP.

, Dovczllc actualo sugororz{ faptul ctr rlscul do aplrltlc o LMp cstc micl8 0 vitoare e fltrului < 0,9 gi crogto rubetanlial ln cazul vulorllor
perlc 1,5 la prciontli caro eu urmat trstamGnt cu TySABRI ttmp tlo
mel mult do 2 snl.
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?aclenfll cu ricc rnai msro do aperlfio a LMp ti inclu(t po c€l csre!
. Au rouultrt pozltlv lr tsrtar60 pentru artlcorpl anit*ICV, au prlmit

trstrnent cu TYSABRI mrl mult dc 2 onl 9l au prlmit antfttot
lrrtsm€nt i|tlunoguprcsof , rtu

. Au o valoere marc I titrulul de antlcorpi ontidCV, qu prirhlt
trstamont cu IySAIRI mai mult do 2 ani ii nu au primit antorior
trstrmotrt hnunosuprosor.

Irclenfii cu valo.l micl a titrului rlo anticorpl anti_JCV oi ftrr[
rntocedentc do utlllftr€ r tfatimontulul lraunosupioror trebule si fio ro-
testlfi la ficclro 6 lunl dup[ co ltlug o vochlmo rlc I snl s tratqmontutui,

Vor fi of€rite rscomrndtrrl supllmontaron mai alotrliato, ln mator,slul
l*:$:.i"l .jl-::e aflll, ln prozrni,tn progetirosi caro vr n aistiilurt scparatrcntru un rczumst, vA rug6m s[ clfltl anoxs l.

Idorm0lil goncralc rcfcritodra Is problGm! dG llgurrtri

Riscul dc aporllic e LMp la psci.trlii car. lri&orc tlaramcnt au TysABRI cstc dcja ounoscut caliind muc h pocicagt cuc ai rczuitrt pozltiv L i.*ril;;; ;r:h61ifi;cv, ca& su fosroxpug antcdor IE hararncnt irnunosuoiosor, prcolrn qt o'aet[ o;rffi"-i"*iri cxpucdi IBTYSABN (ln opcoial, pestc 2 8ni),

Esdrnld.lcftqllzate privlnd riecul do apnrilio I LMp la pacionli ratrli cu TYSABRI runtdieponlbllc dln mol rnultc studtt clinicc dJ mar. *ero".luJJrnotjooj. ii"u"ir pu.r"nllo, .rr.nu u a$cccdcnte dc utilizero a trElncn$rl!_i-imunoluprcsor, tob;lui includc ecum hformaliiprlvind esoolcyca dinrc drul andcorpilor a l,ICV {i ilsoid dc;c;;l-;;; ild.
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['lgurr t E|trdlrr actu.rtzrt! pcrtru Ffucul dc rplltrrn I LMp t[ prcrlur* trntflri cu T]snbrr

l.cl.nllllrlti!ttm.nt InuQoflr .rgtrnt|tlor
l!rl v.lornr

tl ulul
l]irul

rntlcorgllbr

! o,e

?llfol
Intlcorpllor

>0,9 91,5

Ttful
IntlcorpllOr

> 1,5

.a'9
5.1'

Estlmttrllo rhculul dc apffitio a LM? h pagl.6.n'll cu rczultat pozitlv Ia rBsrorsr pcnE{ fllr.icorpliqnri-JCV_er ro* dorrvaro fdrorina motoda Lro'rauto, pi uui unii ci'iie*cffiars au er.eoe
::.i,Tl:ll :q: nu partiolpat la rtudtilo 

,clintco srnirrv-2, 'iijp, iiErirl'ii srnaro. ornr*ucar. ,uplimonrlrtr a dsculuJ dr aoadlic a LIre po uli,i,afi ,rJiftirfui-.nlicJrp'or ami_lcvla plclonlll fn'[ amccodcnra da udliare r.uar'nintului ro,unouupi.r* u'?*t dcrivat[ din:l*ITii,*Jl"r anual erobsl cu disbi.burrr *r._,iir*rrlil'*ri.;i ffii, dc apariflc a
:lllj^ra 

plcicnlti ou rczulret ncgadv la r* "r,:e.pcntr{ urriooI1lii ohii:]ICf q iJ;;umot pc ldu aolrclor rlrcrio$c puDcriipc plal!, plovcDirc dc ta aproxtmrilv.ilsiiO J.l*iiiil 
"*p"ti.Ghldul lnfonnartv gl d! ltordlle tlraDsuticA poncu-mr,dici Jncludc Mofinalii complctc privilddisSnosricul' stadflcarsa riscutul st 'tratf-e;Nf 

ffr4f. n..r,u-ooo*u.ruali'zai"prin aOUug'r"o
::'^T.'S.,lj.l:9-lrrlscur 

dc apur6c aLM! rndiicit',.,ilcTiliffnii,ilri",irirr. o" rnilo"ll comnulrc I ustarncntuluj, orccum ri cardul dc avc-nlzarc .1.p.;il;i;.r*l ec ascmenca,acualiztrcr llihd lntsodtts un iorrnulrr ds Inrurp*. , oo,*untiirrl,
fRczulotul oaractrrictiollor produrului @Cp) 9i prospcctul vor fi, dc sscmcnca, aotudlizlta,l

Apol h rqDortlrar do rorc l ldvolccrst. lrnpofiant t4 raponall orlo6 rcsotlc- 
.advcrs[ suspcctar!, asoolEtE ou administrarcohcdicrlrron$lut rysAtRI, *uc arcnjli-Noflonar ;-ti-d];#ili,iiT DispozitivclorMcdicrrc (www.snu,ro), ta confonrirato 

_cu 
iietcnul nrlronal'd;'i;pirf,ri sponiarr[, pdnrntcrmcdiul ,,Flfot pcnmr raponqlca spontu'tr s. r€qur"r-ri"irr. io iiaiiiifrtl,,,'airpooura pu
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lBgina wcb I Agcqticl Nstiolalo r, Modlcanrsntdul gl s Dlsporldvclor M6dlas16 la scctiheaRrponclztr o fcecAic advorr4 fiIhk[ c6hc:

Agcnli! Ns}ionall c Mcdioancntului 9i a Dirpozitivclor Mcdicrlc
u, Avlstar s&l[ttscu ff.49, sactor I

0l t478 Eucuregtl, Romtnlr
foxr +4 021 316 34 9?
t Ii +4 021 317 ll 02
n.ftdlt !dr@ffn,ro

Tomds , rcsotiilc advcrsc suslccrdc sa por taports fi cElrs rcprc2oDtrlli locald, a dqinEtodul
uutorizagici de puncrc pc plalE, lE uElEtosrclo dalc dc connct: ^

Mcdison Phsma S,R L,
AvMrgard€ offi cc BBildjng
Bd. Isnau do Huncdo6rg i4B, ctal 6
0l 1?45, Bucuregd, RgmAnla
Tcl: +40 31 710 40 35
Fuxr+40 31 710 40 32
e-mlll: lnfomcdlcal@madlsotr,com.ro

Datch dc contaot pc![u oferfuct dc iDfomslii suplincntlro ja rog&osc ln documontafia rfarontlmcdico-.ntolor (Roz*naftl crractodstlcllor' pr"a"s,ti"t 
- -;,t -ir*p.,iij U uOrrro,http://www. ems,curop6,ct/eroo,/

Ancxr I
P.Dtru. a !6duc€ le |nlnlmum dscr:l dc apdflc r LMF, sc !6comsnd{ lnaoprlndoroa urmdto0rolor
actiunl;

r Inalnte ds lncrprrcd i[airacltulul cu TYSABRI:
o CoD3lllsl llclerlll 9{ pc col carc lllngrljolc r6fodtor h rfucut d6 rplrid6 r lMp, urll26ndformulffi{ do Irl1lo& a bttarnonutur,

o inforrnai-i dclpro poribilolo rimttoma cllnico plccocc la oua tobnle s6 fic atcn;i 5idogprc nocllitato8 c4 aocrtls !E fio raFortato urgclrt, ln oDzul In cslc EF0r,

o Efoc,llogi uD tayrjnltdl plnm arrioorpii arttl-Jcv pcntu a faclllta aradlic8rcu risoulul dcapaltl 6 s Lty{P, Inainb do ini;ioroa tnamontut"i, iru"t" iii" oiiei"iujiil co rcfcrintd, ocxaminorc IRM inlllall rocenrd (dc obiori, nu me uc"ne ac l-iuntl.^- 
-'-- "-

. h cuHul hslsmeatulul cq TYSABRI!

o Monirodzag clidc .paclonJll la. 
lnt!,rvd:. roguhto pont! dctccru€o lcmtclor iisimprornslor dc noi disfimctli nourotogtco 1do cio,nptu, 

-slmpio*i,ilrif 
, coSnitivc rru

lsiblcc).

o Ic dursto baft&cffulul cfccturt' o cxuciMc IRM cerebralE conptotl cel putin o drttr p6

" !Slt, 9::{dT"t LMP ln diqsnordoul qifclcnlial al oricdflli pacienr c8r6 pr.?int[sraFt0m6 nourologtco ;l/sau nol lcziunl ocrcUrato 
":"iaonrigi"-ailpfi.'i.fi*l fiptij ia



2016-03-?8 16;16 Medic Sef 0372309248 >> 02372266?6

Bu foEt nponElc-cozurl do LMp lsihptomalictr pc .csa irni$i.jr.: F_\l l,; , rrr-:_:::-._:rpozitiv sl rcEtrlui d6 dcrcrmLaan al,q,bN.ului vlrusului JC In :cR

::-lItl"}ll .} t^.4or.nogariv la enticorpl, ofcctuali icsrul pcnw ,oticor9:r u..i,..c\. ;:Ir0c8rc 6 tuDl. Prclonlll cu vrlod mlcl-alo titului 5i flri u.tt.a.O.n*? 
",,1,.r-'E "tstemcnfirhi imuqotupr€sor trebrls, d6 lslrocnca, su lio ritosrrli ra iccr. ii*ii"p, ,,

oting o vcohimc dc 2 ani 0 tr8tancn lui.

Dup! 2.ani dc tlrmoft, infomr dil nou pacionfll cuprivirola rircul da sparilje a L\{!
tn csa tratalltniilul cu XySnBiu.

Trobulc luatn h considcruc cfccftor_ qr mll fcovcnr[ a nqiudi dc scrccniag IRM pcnrr!
LMP (rto cxcmplu, ra fieoarc 3"6 luni^), forodnd;;;.r*riiirM'rlr"eiiirclilcarc su inorual
:!:*lto MIR, tn pondorstlo T1 il p]fl), oitoctarqa prcco;;-; iiln r" pori."fii
lsimptomatlcl orio sJocht!. cu rozultatc nd buno privtnO ovotuiia ft"e, 

- --
o D-80[ !c.su8pc6i$.8 prczonla LMp, plotooolul IRM ucbuio cxtlnr lonku I inaludo

scovcup rn pold*a$c Tr ou oapi.lo tub'tanr!, d€ o.ntr'sli do arcminci, nobuio luau rncmlrdcrurc.rclwce LcR lorru dcrormjn.rce ADNulur vLusului ic ioiortno tcstc rcnulfidelsibile.

o Oca2lo*.l, ln lDoclal la raclcntll.cu lcrlunJ rdcl, oxmlaaroa IRM a rclovrt lrnplioaree
LMP oxclullv l; dvolul si:bstanlct ctnuglt.

,t,ll.l rc lusDoclorz! prozontr LMpl ln onqa mobonr:

*fot*tntot cu TYSA.BRI 9i invostigalt corctpunz[to!, pdnd crnd plozsnla LMp cstc

hB.rup6rla trltlboltutlrl cu TYSABRI!

€.nciliqi.plci€ntll fl Fc coi cuo li iagtijorc pcutru I continus sE fic a.tcEJi Ia risoul dc [pffilic
! uf 

.rtne 
al pani ta e runi aoil tm,i*lor* triarr*r"i-, ,,iiiriij"ir*"1*r c.

' 
lg$ry€o i mri;cnNul.

tbl do_ftonltorlzafo priD IRM cxlstoDt Bobr!! ,[ condnuo dmp d6 t rctr 6 luni, tntnlcrrihtificsto clzrd do LMp ln acoalttr padoad! do dmp aupU oirtioa r.ur*.nti,tui 
'


