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,,-,,^Yl-lly::m la cunogtintl.mlrurllo tntroprinso do Agonlia Na[ionalA aMcolcsmonnrlui pl a Diapozltlvolor Modlcslo (ANMDITO'ei comnanliloAmgon Europo 8.V., Hooplra UK Limltcd, Sandaz dnbH, 'Roct.
Regletration__ Ltd. ii Johnsbn & Johnson b.o.o, pontru ln'Ibd;;proferionlgtllor din domoniul o[nlt[$i ou paviro ia opoctlrola umrnr,comunioaroa prozintl noiro atonfroniri ou irivtii i. .ri.rr 

-Ji-.p*itlr- 
ircacliilor advorso cutan.tc- s,vore ,la paclcngi eatali cu rpi.tiiiJr*

-rLtj-",0:.-,.tlj, 1l-11,,?.p"rg,nI.rtrr, olroottnl toii, opo.tinn tera,'opooilntr
zorq ft mctoxt-pollofllongllcol opootlnI beta.

.,,_ ,j:!f?o-tt0nlclo locslo alo DApp vor ln$ia lnformsrca profosionlgtllor
oln domoniur. sErrltfill prlnn-o acfiuno comund dc dletribuire prln intorm;diulqocumcntutul ,,Comunic6ro dlrccti cltro proforionlgtil 

- 
dln domcniul

0unlt6iil", tn lcglturd cu acost aepoct, confom eionufuf a" oorunfcar*
egrcat.

Mcdicamontolc caro conlin opootinl comorcralrzats tn Romanla ramomonfirl_sprob6rli acostoi olmuniilrl ount: Aranerp (U*U.poiiinu df+
tlTlll (,:poctinr zcta), Blnocrlr lopoittna- oitUi 'r"rfrriru ir.tiii:polletlrongucol cpoctinl b6te), NcoRecormon (opoetlne bota) 9i Eprox(cpootin[ alfa).

ANMDM o,qvizat toxtul scrkoril dc infomaro c[tro proforionigtii din
domon_iul e[n[tE[ii, pE caro o dlstribuio reprozontanloli lo.;[ ;fDAiilipubllc[ pc wobrito (www.anm,ro) acioagt hflrmalic la nrbrloa '_
Mcdicamcnto do ur umafl - Fcrmaoovlgiron'ln - comunroeri airtcto cuuo
profoalonlgtil din domcniul elnlt6tll,

Aloxlm lE aocast[ adrogI documontul montlonat antorior,
Preolzlm o[ acsastl lnformatio I fost'ftanlmle[ 9l Mlnlotorulul
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fpoetlno umono: Atonflonlrl nol cu porlvlro h roactll odvorro cutnnats

Stlmatc profoaionist din domonlul rAnlttrfli,

?: *uilgg{d cu Agonlta Eu-r-op9an[ a Mcdicamontulul (Europcan Modi
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.epoctlntr rlfo, opootlntr ncta, opooiinl-t.'toi-oi'ouunr roto ttpollotllongllcol opootltr[ beto.

Retanal

r La paoionlii tratafl cu cpootinc s.au raportat rcaofll advoroc cutonatcSovorc (acvoro cut.noou, advoreo roactlonr, SCARj. Acoatoa uu-i".fu,cazuri do slndrom Srovons-Johnron (SSJ) qf n...offie 
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io*i.i(NET), dintro coro unole au fost lctalo.
r Roaotiilo advorsc 

'ut.n&tc 
s'yoro sunt consldcrsto a fi un ofoct do clac[ altuturor apootinclor,

r Reacriirc au foat mar sovoro rn cazur opoctrnclor cu durat. dc aoliunclung[,

r Frcovcnla accotor rcacflr outan,to ,.vorc nu s putut fi carcuratl, dar
aceotoa apar foorto rar.

' Paslonfll F0bul6 slltuiti cu prlvrro Iq um[toarorc ecmnc ai oimptomo arcrcaogillor autan,tc coverc la Incoporca tratamentului .u i, priArr".*,
conflno cpootlnAl

o cruptio cutsnat[ tranzrtorro cxtrnr6, ou tnro0rroa ei unaritia dc
voziculc la nivolulplolil gl mucoarol oralo, o.titor, ft"!'r[;it ili
sou zonol gonltalo, 

.cero este urmot[ de simptomo ascm[n[tosrc
. grlpoi, lncluzAnd- fcbrl, obolcel[, durorl muicularo gi 811ililA'ostar conduc dcaoorr ro oxfoiloio pi doocuamaro u profii ur.ci*i,

cu Espoct asemln[tor unoi uauri sovorc



Ptclenfll caro dozvotttr rcorto icmtro jl rlmptomo trebulo lnrtrulfl
contsctozo lmodlpl nodtcul curont gl r[ bproorcl tratrmcutui
opootlnil.

r Dac[ paolonful a dozvoltat roaclll advorao cutanato oovoro, cum or fi
ssu NETr osro so considorl a fi lcgato dc utlllzarea unoi cnoc
pnclontul Bu trobuls s[ mll prlmouc[ vraodatl o cpootinl.

h{orma/l tuplhafilary tdlrtltottc la pmblana dgutirtfi ll trcomdndlrth ntptctlvt
tnrrrml rrporttrrllor do rooofll rdvoruo outenatc mvorc dupl punGGB po plafl tn rpoclal s
NET.ql rorolll outmato do tlp vozloulo 1l oxfolloro pontru ,iniio ojootlio. i.e oioctuit o anat
dltrllctltr tuturor oozurllor. (lnolurlv lnfbrmallllo dln bazr do drti EudraVlgllanco gl datolo
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la DAFP) pontru torto m6dloornEntolo crro oonlln opootlnl,

admlnkstrrll jl troparlllr rlmptimolor dupl rdluuoa alml"fltrlfdl,
Froovonlo aoorlot tllolll outsnrh rcvoro nu I p$fut fl olloul !' du acortol lprr foarro tar.
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E.moll: adr@onm.ro

lolodot\ roaolllto advorro rurpootato !o pot rlportl fl oitro nprozontm[olo localo
dollnltorllor eutorlzollllor do punoro po plrtl pApp), l0 urmllolrGIc dato d0 oonhctl
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