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ANMDM nr, asdsaffiX3:r;;;'il;;i*."

C,N,A.S, - crr nr, p 21rct16,0l,2016 vd aduoem ,, .rr*,intn ,;il;;_"*J:
de Agenlie Natronard € Medrcementurui gr I Drspozrtrvaror Medlcare (ANMDM) ploompanla Brogen rdac Lrmrt€d prrn Madrson pharma srr p€nlru rnformaroa corputulmedicar refaritor ra modrcamontttr rysebrt (natarzumah) privind acruarzareamasur'or pentru rsduc€r*a ra mrnimum a rrscttrur de apar,b a bucoencafaropare!
multifooale progreslva.

va rugdm sd ruaNr mdeurr de Inform're a furnizortor de eervrc, madrcare prinEflgErea pe pagina electronloH a c6aei de aslgurdrl de eenEtats, in too vlzlbll, adocumentulul 
"comunicare drrecta catre profesronistii dtn damentut sanatailrTwabil fiatartzumab): aaruarzarda masttrror penrrlt r@ducerea ta mrnrmum arlsculul de apariile a l€ucoencefalopatlel mutttfalJale prograslve ,,,

AnEx6m In fQlocople docum€ntul reepecilv.

Cu atlmA.

OENERAL
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comunlcnrc drrccttr ctrtrc profcuronrgtil drn dornonrur slntrtilfrl

"TYSABRI 
(nntlllzumab)l actugllzaroa mdrurilor pontru reduceroa laminimum s rrgcurur do aprrryra s roucooncofslopauet ilutttiocii" pi"grrrr".

Srirnato profcslonist dln domcniul strn{illii,
Do comun acord cu Aronlie Eulonean{ a trIedlcamentului @}r4n) 9i AgontiaNalionall a lr{edlcamentuiul'gi 

" 
oirfoJtiuuroi rnto-oiroru, companie BiojurrdiroE,

sE vE roaducl ln arontio mls*dlo crinflarc pcnru roJur.r;;l;;ffi;"iiiJcurui
de aparitic a leucoencefslgryliei.mytiifgcitc proEesiv. 6rvel fa pu;iwii;*.primosc tratamenr ou TysabRI gi s{ v[ informeziln logliud oi, *io *-i'r1u.i'noigi 

.importante csre. Fot tbcilita identifi.*toJ fr*o.. i t,trrtp, ., ,ropur--a, ulmbunatilti porspocrivolo evotulioi crinicc ra paciinrii rr". dezvotia LMp. '

Rczamal:

o Analizalc rccentorugcreazl urmltorrclel
. Dotcctlron prococo I LMp oste nsocilltr cu rczultf,tG mal bune,
. Cezurlle de LlWp crr6 suri nclmptomrtlco cllnlc h momontul^ dlegnortlcilrt sc pot nsoch cu sfsctarc unirobar[ o.pioiuta'- uscsrarcr nrir ${ {Imrgirficn pdn Rczonanp lfrgnoiiilJ- m"rllecvort rlecf,t cazurtie ai Ulp'el;ptomoilcs, rvgnd o rnttr dceupravlcfulrc mal morc gl rczultnte cliniie mai bunc.

o Trsbulo lustfi tn consrdorrrs ofoctueror mar fracvont[ [ unor cxrrninrrilmrghrlco-IRM (do oxomplu, ta fiecaro i.C tuni;, fol"riii un'pioti*fIRIVI simplificnt (cnre.rtr inciudl sewenfe ff,An, ln pondoraflo T2 giDWI) tn cazul paclenfilor cu rlrc mri ma;o Oe apariflo r LMp.
o La prcrenft crrc nu ou prrmrt snfcrror tr't'mctrt imunosupresor gi aurozultst pozrtiv ra.tcstlrca pcntru antcorpi nnti-Jcv,'oi"riui- o"

Itfi:.nt 
anti-JCV (ritrut) csri asooiar ou ni"orur .irs;l"i l.';p"dfi" 

"
' Dovozilc nctuars sugoronzfi fnptur c[ rrscur de aporrlte n LMp cat. mic' le o varoare a tttrutui s 0rg'gi creytu rulrt"nfiar rn cazur vrlortorpQrfo 1,5 la pacionfll caro au urmat rratamont co ris.caH ,lrp'i"md mult do 2 rnn.
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Paclenfll ou rl,rc msl maro d0 rprrlfle a LMp li includ pe col cnro:
' Au rozuiltat pozrtrv In tsotarea pontru enircorpr anti-JCV, au prrmittr'tr'ont cu TySABRI mnl mult Ac Z rni.gt uu prf*iior,'t*ri*trntamrnt imunosupresorl tau
. Au o valoare tnrro o_ titrulul dc anficorpi nnti.JCv, lu prlmittratsmont cu TySABRI mai mult de 2 ani ii o,, 

"u 
primit anterlortr$tsmotrt lmunosuprstor.

Paclenfii cu valorr mici a titrurui do ontlcorpi anttJCv 9i frtrtrsntoc0d6nt€ de utlllzrre r tratansntulul lmunorupregor trebule s[ flo rs-lcstlfl la fiocsrc 6 Iunl dup[ co rflng o voonfrno iTZ snl q tratrmontulul.

vor fi oforlts rccomondtrri ruptim.ntarG, mai dotrriato, rn materirtuloducsflonal c!tr. so aflr, rn_prozoni,rn pi.iitir.-jiouro vn tt drstrrburt scparntPcntru un rczunaf, v[ rugnm sI clflfl oooi, t.

Informnfil gcncrlto rcfcrlrolrc h probloma dc slgurnnl[

Riscul dc lpuilio a LMp la oacionlii cuo prinoro tratrmcnt cu TysABRr eute dqia omorcul caIiind narc h prcicnyil ,rrto .i, tr-*itrrpo"iti" ililil;t* antrcorpi anti-JCV, csr! qu fostoxpqri onterior la katqmcnt ln
TYSABRI (ln epcoirt, pr*. r ,lilosuplesor' 

prcoum gi odrt[ cu cregt"rca drrrqtei'cxlrunirii lo

Estira&i actuslizrta prrvind riccur 
.do prrilio a Llvrp ra pocicnfli tratsri cu TysA.BRI runtdirponlbilc din md multc Etud' 

_ctirr.o 
aJr.L rl,e-ioir. ilJ.i ,nur ioo. In cazur pacrenfllor cnrcnu au anrcccdcnre dc udlizarc a hatamenrului id;*rd;; toUltui inctuJ, a[r* j,ii"*qiiprivin{ ruoolcrca drnrc duul antico'ir.r qnrfi'c?fr;i;;"i;;i.-.rtarc 

e l,rvlp.
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F'gu'r r Erilmlrr lcturilrtrf! pontru rcur do apr'lrh r LMp I0 pucr.trrfi trnt$rr cu Tysnbrl

Prchnll ltrl tirtrnrtlt l?nunorupt.ror rntrrlor

fltrul
|ntldqrillbr

io,e

Flrl vrlorru
tltrulul

Tllfl,
rntlcorpllor

' 
0,t f t,5

Estlmkilo rircurui do 
'Duitio 

a LMp lr paoronflr cu rczulht pozrtrv ra, tostarea pcntru anrico,Plimti'JCt/ ru fort dorrveric r6tosind nrotodi"iii;?rti.,;;'i;, urror cohorto cunulato de 21.696do paclcnli co.c ru D.rrioiDat te,.t"arir. rri"i..'ifrf#?+, ToF, TycRrs ql srRATA. orhatlfic,r! rupl|"ronrlul I rircurui a;..P''tiriiir'irililil,i,"r, ah ti*rluj antrcorpilor anti.JCVIa pdclon;' f&tr ento*dcntr.ao urtril.'J.-roiinlntuf,tL*ouuproror I fo.r derivcrl dinconbtnarcr rrscurur anuql orouat cu dirnib"rr^ i,lrr-iriiriiir"r.+ .nii."rei. nirrJ i.'rpriiri. ,LMP le paclcn$i cu rcaultai ne-gatlv r" tes-raria p*l* *iii*reii arrtlJCV r fort estlmsr po bazadstclor ultcriocrs luuerit pc plap, prou.urio o. fi ueroii*oiiu rzs.ooo dc paoienli oxpugi.-
Qhidul infomrativ gr da abordaro.ro*poutictr pcntru mcdici incrudc rnformal{i comprcte prrvinddiagn'Bticul' sratificarrrr rrecuhrr gr 

'u-rtan.o1toll,-vir. 
e.ista cste ac r"lJzat prrn adEugarcacgtim{ti pcnru rtacul * .o*{:-:-g{ r";f;rtd;cr,;"Jdc.pacien1i, Formutuclc dc inigue{r conunuuc a treumennrlui. p-rccum q[ cardul dc 

"uoti_Jaro 
el prcicntr,rlui srltrt, dc ascmcnel,acftalizrro, flind lnuodus gl 

"n 
ro*,rrrii, r"o.*p*. 

" 
ioiriruno,r,ri.

lRczunatul oarastcrisdotor produsurur (RCp) gi prorpccrul vor fi, dc ascmenca, ao erizate.]

Apol la rrDortuor do reecfll ldvorro
t'sr6. lnp.n&t r[ raSrortati rrioo. reao;ic ndvc*l ruspcctat[, aroohtt ou adrninistrarcernedicnn','nduir rvsArRr.'"euo^ eiongi lrari.iri[ "r rtrla].i""r,iiii'ir . riirliirrlui,.r.,Mcdicslc (rrww.rnm-ro'), 6 ._:*gta{cu iili;il"iJ,1"n61 do _rrporrno sponrrnt, prinintcmediul ,,Fiqci pcnmr raponqca lpontEnf e rcacililor aavliao la modlcaracnto,,, dirponibilE po



psgin' wcb a Agcngril Natloaalc a Modlcrmonhrrur gl r Drspozrdvaror Modrcaro ra sccliuncaRrportrr.d o roectio advomi" Hmll[ eE[cr '
ngonlia Nofional[ [ Mcdic4monrului ,i o Dieporltivclor McdicrlcStt Avhtor Slnltascu nr. 4g, gcctor I
0l I478 Bucurcsrl, Rornlnjo
fo* +4 021 316 34 0?
tcli +4 021 317 ll 02
o"malll adr@rnm,rq

Totodst4 rcmgiile advcrsc suspcc,oro_'c por rsponr fr c[trc rarrazorlr,o1a rocar[ e dolintrrofuluiautorizaqiol dr prrncrc pc plail" Ir urqlumrirt. Oit Ui l"nl.t,
Mcditon Pherma S.R.L.
Avontgordo Otfi co Buiidinc
Bd,Isncu dc Huodoua j4-g, ot4i 6
0l 1745, Bucuregd, RonnAnh
TEI: +40 3l 710 40 35
Frxr +40 31 710 40 92
e.mEll: InJo,mcdlcrl@rrodhon,con,ro

Dctclc dc con!8ct peDfil ofcriroa de informalii.Buplimcntsro rq rogasosc In documantafir aforcntlmodicamcnrclor (Rczumatul, carrcr6rirtl;lt;;'';il;ifu $t 
-ir*e;il1j"".i,1^li.rru,

hfiol//"wuau,crrn.curona, gdcrna/

Ancx! I
Pcqtru a rcducc la rntnftnum rlgoul do tparlflo r LMp, sc mcamandl fntr€prlndoroo ufind.toarstorac|lurlr

. lnllnte do lncaporGn trntrrlc[tulut cu TySA.Bru|

" 9?Tll.hlttrr,ongri 9t pa cot c*c rr tngdJorc roforrror h rrrcur do aperrglc r LMp, utrltzdndrormularrl de lnlglora I htttrnontulul,- 
-

o Inforrnagi'i derpro poribiloro rimptome olrnioe prccoce le.oB$ uebuie s[ ffe *cnri $icrolprr noccaitrtcu ca aoortcE r[ fio raportato ugcit,ln oozul fn 
"*" ue*.o Efocn'ragi un tcrt fnjtial ocnor antioorptl ontl'JCV penuu o fecllltr atratlficareq riscului dcrparllio a LMp. firainto dc iniriot* ririri.nturii, {lii. u n. dirpontb'L ce rcferint*, ocxaminare IRM lnigaltr reccnr[ (dc otioci, nu-mJ v-o]Jtrl ac 3 lunij.-- 

- -"- -* .*-...i
. la currut trttrmeanrlul cu TySASRII

c .Monirorlzali clir,lc oaclcnlll_ ]: l"tprlt rogutato ponhu datccterm rornnclor $i

;ffi::io* 
da uoi disfinqli noumloglcc lat #o*jio' slmptomo motoril' co$ritivc ! r

o Fo dw!t* tstEmarrurui efeotuafl o cx&nJnaro IRIvr ser€br,r! samplct[ cal pugrn o drta po

t l'::!i-t--tltld|r"t LYI tn dissnostioul dlfercnflat al oricflrui paciant c*c prozrnr!s'nrprom. nourorogrce gr/sru noi t&iuni ocrcbruic .-*i*rrrt, a"lp5"i'illiiiiiffi .a
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au fo6t rspofiEtc crsUfl do LMP asimptomaticl pc baza rcrullie.c: LrJ-l p: r ::--:_-::::_;a
pozitiv al rcstului do d0t.rfijsqro d AbN_ului vtrusutui JC tn LCR
La prcte4ll cu razultrr nofterivla ptiggrpir ofccturri tesill pcntru snrrcorp:r *-...:..'c\, ..rfiocars 6lunl. pacronlil iu varort rrcr ^aio tinrruiii-tirf*t...aonre dc ucirr.r:c rtratEmcnrului imunoruprosor rrcbulo, do aromcncr, ia tii ,ot.rtr1i la ficcure ; l;i;"pt ,;rting o vcchlme dc 2 arrl a trmmcntulul,

Dupr 2.ui de tratrmont, inforraafl drn nou pacrorr$r cu pdvrra la riso'r dc aparirie a L\fpIn cBzul rratarnonnrlui cu TySAIiU.

Tlobuio luat' h c.nsidctarc €fecru.rcr md teevcnttr r acliudi dc scrccning IRM pcnuuLMP (dc cxcmpru, rs flco'rc 3-6 luni), folostnd * pi.tr*r rnrrl ,r",piin.oir.Lo liiirruun!6cvcnlo FLAIR, ln pondorago T? 9i DWr), nliciaroo prlcoco a Llr,ip ta pacionliiasimptomatioi ootc rr"rocratl cu i'zultrt. ind bu$l p;ttii'r".r"fi" iiii, 
F !"rr '|A pAL

o 
" Dqo[ sc sulpcotErzd prezcnll LMp, protooolul IRM ncbuic cxtlnl pcntru a includoscovcnlc tn pondcnllo Tl ou oaptffr subsrul[ dc oontrarri a, *r*onci trJUuii tuita mconridcrarc r'sru.s LcR pcnhrdctcnninnrir aoll.uroi "'lrdi;lld ili*tni ii*'pcnulrasslsibilo.

o ocazlonal, fn cuocrd ra pacronflr. cu rc"runr mlcr, axmr.uarea lRrvl a relev* r,rnp[cueaLMp cxclurlv li ntvolul lubatr;rat ..oujL -
.:,.ltl rc [ulpoetorel prozonfr LMp, ln orlco nomcntl

ottiti saramontul cu TySABRI gr invortrgali cor.rpru*[tor, p'n[ qand praz.nu LMp sstc

b$rrupcrcq trntrrnGltulul cu TyBAIRI:
Guiliqi. prclonltl fl pc coi cuo ri hgr{cac ponrnr a contrnua sE fie dteEri le riscul de rpsriticllrdp dan do panl ra d luar o"i{nui*Ei*-"oia"nl-nn rur,;uil;-iililii;i'i:.bltqcrc a trrtunonh ui,

*tI do-monitoriraro prin lRrvf cxiltint hbburo rd contrnua dtnp da tnor 6 luni, tnrrucatihotificato craurr ai r,prp m acsuu !ast;;d-[ e; d;ta-'ipiii.rro, orrarnanrulul


