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C{trs,
Casa de

ln eienlle,
Doemnel/Domnulul pregedlnte . Dlrostor G€nefat

Cu etlmd,

ln conformrtate cu adresa ANMDM nr, 4320E/1g,09.2017, tnregretrat' ra
.'N'A'S' - cu nr, RV8213/20,09,2017 va aducem ra cunogr,nrd mauurile Intreprrnee
de Ag.nria Natronara a Medrcamenturur 9r a DrEpoz*'eror Medrcare (ANMDM) 9lcompanllle Amgsn Europe BV, Hosplra UK Ltd,, Sandoz GmbH, Fioche Reg, Ltd.,
Johneqn&Johneon Do,o,, pantru Informarea corpurur msdrcar cu prrvrre ra rrEqur de
aparrtls a reacflilor adverse cutanete gevere ra pacronilr tratail cu epoeflnere;
drrbepoetlnr rlfr, epoetlnr alfr, epootlnl bete, epoe'nt tete, epoe'nr rete rl [,r imetoxl{ollefllengllcolepoaflnr betr, \i|\

va rug.m eA ruafr maeurr de Informare a furnrzortor de sefvr.il medrcare prrn
aflgarea pe pegrna electronrca a oassl de aargurdrr de 06ndtate, tn ros vrzrbil, s
documentulul ,,Epoetrne umano: Atentlonrrr nor cu prrvfre rr rcrctil sdverre
cutrntto rovote,,,

.AnexAm ln fotocople documentul reepectlv,
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V[ aducom la cunoqtingd,m[eurllo lntoprinso do Agonllo Nallonal[ aMedicamontutui gl a Ddpoitttuotor rraoU:ioalo-inr.ivOVl gi companlitcAmgon Europo_8.V., liorpira 
-uK- Lirnii;l,"ianaoz amrrH, RochoReg.iotration. Ltd. gi Johnson A rohnson--b,J,i'. pontru informarcaprofcsionlptllor din dornoniul aln[tdtii ," p.r"irc i, epocflnrrlo umrno,Cqmunia'roa prozint! noilo atcnlloniri il ;;id; la rrecul do aparific areecliilor advoue cutsn't' asvoro la ;di.;;iii iatr6 cu epoetirroror

-O:lb-f::t^,9. 
atft, 

,o"pooflnI.rtfr, ajooilnl bffi cioouna torn, rpooflntrzora tt mltoxFpoltafllongllcol opootln! bcta.
r<cprczontantero rscaro aro DApp vor Inrlia informerca prorbsionigtilor

1[j:ryill rn r[tigli prinn-o acliuo" comune-li jr.uiluirc 
erln ilntormcdiut000um6ntulul,,comunioaro driccta ctrho proiiri*rot''ain a"lni"iuieunltdlil"' in lagtrtur[ QU as!'t AOpOct, conform plurului do comunrcaroaagrcat.

Medicancntclc oara 
, 
conth opoatln[ comcrciallzatc ln g;omAnls tamomontul aproblrri acostci oomuniie*r ,*ti et*ore (darbopoatinl erfa),nc.t3c1]t (opootinl zcta), Elnocrti_ire*irl--riiii Mircora (mctoxt-potietitcnglicot cpocrin[ bota), n"onici.*oi t.*liini;;;t 9ru;;(opoctinA elfe).

ANMDM a avizat toxtur.scrisort de rnformarq c6tro profosionrgtii dindomcniul slntt[lll, pc oaro o ornrturi;;;;ilffi;.i." tocatc ato DA]p sipublic[ pc wobsito (www.anm,ro) accoagl lnform;l'il'l_1;ffi tj
Modlcamonto dc Ue Uman,. Farmaoovlgilonll - ComunlcEri dircctc c[tsaprofoaionlgtil din domcniul r[n[t[tll.

Anoxlm lg 6ccast[ adr€s[ documontul monflonat antorior,prociz[m c[ accaatl lnformago ; diT;sits[ gl Mllnletorululs[n[t[tli - Dlrcctia Farmacoutlca if Oisditi"i"Medtcalo, ColegluluiMcdlcilor din Romdnia pt Cotogtului Ffu;;iitffiil nomanra.

crtre, l*t;€. s+*:ffiI 
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Soptenrbrio Z0l7

npootlno um6ne: Atonflonlrl nol cu prlvlrc la roacfll rdvcrus cuhnsto
!GV0r!

Stlmato profosionist din domonlul llnEtdfii,

?:-10-Trlgltd cu Agonfia Europcu[ a Mcdicsmontutui (Buropean ModicinceA'ency, EMA) Et cu ^A,senlla Niltonal[ e tUcaioamin-tufr:f qi ;Dirprri;il;iii
Y:dj:..lr..tAln4l'O, Acpiretortr'-""torrr"irrfoi'co'p*c., po piqfE (DAlp)p6no'r todto opoctinoto, dororc s[ vr informozo tn togfiturr .o iro,ii a'o a;aritraireaaflilor advorao outanato scvoru la paoionlil mt*ti o"u oeooflnolol d*rbopoctrnralfir, epootlntr llfa, cDoo'nl totr, Jpo.'Unl t.i., .ptougnl zcto ;t mrtorl.pollotllon gllcol opoatlntr bota.

Raumal

r La paoionlii tratafi cu opootinc B.au raportst rcaogii advo'eo cutaratceoverc (aovcro cutsncou' sdvrrso roactroru, scani aoortou- uu-iohu,cazurl dc ehdrom Srovona-Johnron (Ssl) 9i n"cr"ffiU offufibl ili;;(NET), dintrc carc unole qu foat tetalo. ' '- "-"1
r Rcactiilo advorge cutanatc !ry0r0 sunt .onardarsto a fi un ofcct de ctsa[ altuturor opoctinclor,

r Rcrcliilc au fost mai sovorc tn cazur opoetrncror cu durst[ dc acfiunclungE.

r Frcsvcnfa accstor rcacfil outanat! Eovcrc nu s Futut fi catculottr, daraco8tca sPaf fosrtc rof.

r n_a1]9,11ii trobulo sf[tuql cu- privlrc ta urm[toarolc eomno gi eftnptomo rlcraaoliilor .utansrc sovcrc Ii inoopcroa t^atam]ntului ." i_ fidil;;contlno apootln[:

o erupll! cuta$st[ .ETll!"Ii" cxtlnaE, ou lnroglrca 9i apa,rifia dcvozioulc la nivolul plclii gl mucoaeol oralo, ochitor, ftufii,;fuilj
sau zonoi gonitara,.9$o ost0 urmat[ dc eimptomo agcm[ntrtoarogrlpol, incluz0nd. febrE,-oboeeal[, duriri .uiputaro fli urti"ulrr",
Aaostoa conduc dccoorl to oxfolloio qi aiecuorrro a piclll afectato,
cu aepcct aacmlnItor unei arauri rcvcrc
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Paclonfll crrc dsrvoltil tc6!t! r0mn6 fl tltnptoms trobule lnrtrultl ailcontactozc lhsdlat modlcul cunnt il rtr oproarcl tmtamautul cuopo!tlhl.

Dac[- paolonful a dozvoltnt roaotil Edvorso outeneto s6vor6, cum ar fi SSJseu. NET, car6 8c considor[ a li legatc d. ;[ir*;; unoi cpoctino,pnciontul nu trobulo c[ mll prlmaruc[-vr0odrttr o .eoilf"n.

I4lorma/l s,plhnfitatu rqk todn Ia pmbltma fu gurunld $ ncomandd l. r.sprctfu.
ln_urma raport[rllor do rotolll ldvorro autrnrt! rovorc dupl pun6rur po phli, ln rpcolal SSJ,NET gt rcnollt ouraolto ds ttp vczlouto 1t ixfoliirc p;;t*iil;l:;;;ortno, r,i 6footur! o 6nsltztrd6t!llattr r rururor oazurrtor irnolurrv I"tunnoirri.'oii'L-." 0'i'io,i'ruarovrgrr,inc6 rr d!t0r6 drla DAPP) pennu rorro modlornrontoto crri .o'riiin oil,ltf-n:1, 

- *"
Aoo$6 rnrlir[ o rrltrt 6l raa0tllh cuhnato rcv0ro, Inolurlv SSJ fi NET, pot tl oonsldorah unlf _d":,:lr$ Foqtru roato opootinoto. Co[;;i ,il; ;;liriil6* raportaro ponrnr opo6rinocu lcllun. do lunll durstr rr au lnclur oo"uri ou iioiulro 

-po"rtiul 
u"ie inrrilrp.*ardmtnlfirlrlt f t rcsp$tltE rtmptimalor dupr ruturnr iJrln[1iirff .

Fr€ov'nrs !.ortor roaoffl cutrnrto rcv.ro nu ! p[tut n srlouht6, dlr a* o! lprr fo'rl'ar,
Infomrflllo dorpra Frodur tlo tuturor mcrllamutolor cir0 sontln opootlnt, Inclurlvdirb.pootlnl atfh, opootrnl arf*. opoorrnr totc ltl;im iiti, opoottn[ ,!ota fr m6roxr.
*ll{lyllll*oailnr b€t!, runr aoturilzuo poi,rni o ,oirio-ia-ri*i,r oi opiiirro ;';;iliiil;!0vorto cullnoto !ov6ro,

Apal Ia npodana dt naclll a&tutt
Erlc, lmportfft r[ raportrll orlco .rotollo advo [ !u!F!otrt!, uoolrttr ou rdrnlnlrtnronm€dtcrmcnr'lor cor6 conrrn ooootrn4 olrra Agonlra i'r.iii"il ; v;arrir.iiiiiiiilj'lDkpozlttvotor Modroaro, rn *nrormiirio ou itri,lliiiiirriiii'ii?porrBrc rpontlnr, uuuzrndformularolo d0 *portrr. drr'onturto po prjini wiii 4iiiir"r wi1i""rro a Msdlo'nonturur fia Dhpozlttvolor M.dlc!lB (www,lnm,roi, io roogunor Rilil;azib rcroltc ldvo [,
AgGnllr Nlllorrll I Mrdlcrmrltulul ql r Dlrpozlflvrlor Modlcrlc
Str, Avlltor Strn[torou nr, 49, rcotor l,
Buouropl0t 147E. RO, Rom{nlr
Faxr +{ 02t3 l6i 492
E-moll: adr@anm,ro

JolofaU.,. roaoflllo advorro rurplotato r! pot nporia ql oltto raprorontantoto locs]o alodcllnltorllor autorrralilror do punoro po praF (DApi), ru u'hitootro aoro da gontrcr:

mddldcl,lnlbmrtldnQlpflr!r,cnm

BOlJ.AFRrrrorrlnr@!{fu fi r,.oorn
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