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Colnunlcaro dlrocU cltrc profcdonlgffl
dln domontul Unlfiltt

ZAT,TRAP (r!lllb*copt)r rnform*o *uprr rlscutur do ortoonoorozr do
nrxllrr

Stimatc profcrloniirt dln domcnlul Elntfllli,

Dc oohun aoord rru Agcnlia Fyopcanl s Mqdtcamcntulul 9l Agoolla Nrflonall
,a-|t{luncntulul.gl a Dripozrtrviror Mcdicari, companra sanof, dorosto sE vt
No.rmcz0 0u pdlIn rg, rlscul do ortconccroal do mixilar asociat cu itlllzaroa
medloamcntulul rirslran 2s mg/ml .onoontrai pennu rctulii 

-poiiiri.uilr
(afliborocpQ.

Rczwtol

c La peolcntiil ou oanacr,11a1{ ou Zaltsap, a fost raportat[ aparltla
ostooncctozi{rl dc maxtlu (ONlvi)r Y$ toutti rrnuo aocpr pacroirr ru prrmrt Ertam.nr conoomrtont oublforfonrfl,r'.rurrlrrstrrti t"k"d6!,;;ni."i*o oNM roprczintl un riscldontlfioat.

o Trat.mcntu, ou zrrhrp poat6 conltitri rur faotor dc rho ruplimontar pontruapu$lrONlvI.
'r Acelt rlsc truburtr ayut F vodorc, tn mod epocial, atrrnai cand zaruq grblfodonafu adrnlnrmali itdililr; -iiu#r;f;il;;ft; 

i",conlooutlv.r Pmoodtrriro *romi[orogie! invgzrvo raprozrntl do acomonor un factor dartro rdcntrfl,rrt p.o*' d'la tnot"t; ilt;;;;.' tratamonrurui cu zartrap,rrcburc lun,r, rn conardorar. .rurtou.o- u'*i .ffiil;;,i.,liiil' gip-rofl laxlr rtr:rmato lo3lol .Ur*.ti -'-- --'"'
'lili{i,:il;l[i,,'x".'lxilll,',.,r.j$:'itTffi 

l"hhfi ,.,Hffi,j:|, jibiforfonagt outtitn,sr"liiniiiu.lor riu r*.il[ tn prozont ac€rt tr.tam.nr,

hqfornnlll cupllmatnlorc rqfailtoaru la probloma da stguranld

ffi,ffi[lflf,]lffi ffif di,fl 
t,1i,#,i*fj,..x,i,;{*,j,i_,1il[i
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achem!. do uatanront po bu[ de oxallplatin[,

O motr"anallrl u 3 ontdii dc fbz[ III GfCl0262/VBLOIJF., EFCI026I/VITAL,
EFCI0547A/AI\|ILLA,) a ovldonllat o froovcnll globrll r ONM dc 0,20/o (1

paoicntl, N.l33r:l) la. paolcnlli tatafl cu alllbcrccpt !i <0,1% (l paolont,
N-1329) laprolmnfll olrom ll r.a admltilrtat phccbo.

tnocplnd cu drtrr. do 3 august 2015, ro ostlmoazl c[ Zaltnp n fost adnlnlsEat, ln
lntsoqa lumc, Ir mal mult ds 22700 dc paolontl ou culocn PAn[ la 3 august

2015 Surofi a pu'imit, tn total, 8 raporttrri do ONM aplrutl la paolon$ ratail ou

zalrap, In roi d;into rlcortc oazuri 3-a rrportBt gi admlnleuuoa concomitcntl dc
bifosfinr$, pcnlrru ousc ONM ostc un rlso lcicntlficat. ln uol oozurl au fost
sfootuatc prooadlrrl rtornrtologloc lnvazlvo, Dlntro cclo trol cazurl ln cuc s.ru
sfootuat procodurt'l rtomrtologloo hvazlvc, doul avoau gi tratauront ooncomltent
ou un blfoefonr,l, rau au fort ratato roocnt cu un biforfonat, Nioirrnul dinuo
cazurl nu o avut rrvoluflo loull, .

AvAnd tn vcdcrs, roarltatolc dln rnrdlllo cllnloo, urqllzr oazurllor ruportatc $l un
potonflrl cfoqt dlrr olasl al mcdlornontslor anthnglogsnloe oaro au oa llntl olllo
factorllor do crogtorc r cndotollului vaacular (VEOF), Roarmatul
oaraatcrlrtlollor produrulul 9l Prorprotul runt aotualizatc pontru a includc
lnformafii dc rllguranrtt nol docpro ONM li pcntnr r fumtza rooomqndkl cu
prlvlro lr rbordurua trrapoutlcl,

Proccdnrllo riol,ratologlco invaalvc aunt un faolor dc rlsc ldontlflcat ponur,r
apul$r ONM. Prln unnaro, lnslnto do tnooporor trgtamontulul ou Zaltrap,
uobuia luto ln conrfldoruo ofoenruoa unul cxasron ctomatologto gt profllurla
rtomatologiol ell,oovat[.

Trobulo luate rnlsurl do prooaullo ntunol oSnd Zalnap so edmlnle$cai[
oonoomltcnt aau consooutiv tistalnonillul cu blfoefonali odmlnistrail intavcnos.

La paoloqli trarruql cu Zrltrrp, carc ru umrst antlrlor sau csro urmeazE ln prozont
taumont ou hlfolfcmag adrnlnirtmfl lntlvonos, tobulo ovltato prooodurllo
rtomrtologloc furvozivc, drcl csto poslbU.

I nto m at I I s 1tp Lim oil s r a

hformafll_datdlntc prrlvhd mcdlcrmontul zrlrap runt dhponlbllc pc wcbritc.ul
Agonllol Eruoprl,no a Modimmcntului (wwwds,nue4;D tr eicflunor Badncdlo lnt/$WBAy1 multctntshal FaA,

P 3/1

ffi*6ffirultt 
aeocto h{oJrrradt cotosilor rlDorsonatulul mgdlc&i
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Apal la npoilanfri, ds raaatll advasa

VAoout mcdloaluont ftco obicctul unol monltorlzlrl auplhnontuo. Accst luoru
uo ooopul do a froilita ldontifiaarca rapldl do lnformalll nol referltous la
rlpranll, Este lfllportlurt l[ nponefl apuifle orlolror rcaclii advo$o suspcctato,
asoolato ou gdrn[rtstsrrrroa nredloamsntulul Zaluap, cAuc Agonga Nagonal[ a
Modiogmcntulul pl a Dlspozltlvslor Modloalo, In oonformltgto cu sistomul
na$onal dc rrprr,rtuc upontan[, prln lntormedlul ,,Flgci ponru raportarce
rpontgal I rcaolillor ndvcrBo la modiormcntc", dlrponlblll pe paglna wob a
Agcntlal Ne$onrlc a Mcdloarnontulul ti a Dilpozitivolor Modiaalo
(rrywnr.snm.ro), Iu aaollunor Ra4rtcatd o fiaottc advifJd. AcoBsU poato fi
tanrmh[ olto Agonfla Nollonall a Modlouasntulul gl a Dlspozltlvclor
Modioalo prln po4rttr, prln fu mu o.mallt

Agonfh Nrflonelll r Nlcdlmmcntulul ll r Dhporltlvctor Modloolo
Str, Avlrtor Slnfilmau, Nr. 48, Scctor l, Bucurogtl, 011478- RO RornlniE
Tch 021 !17 ll 0ril

Foq 0 213 163 41i'7

E-malh tdr@fimrre

Totodrtl, rorctlllm advorec auspoctsto sc pot rspons gl cluo companla Sa,nofl, la
urmltouclc datc irlc co[te6t!
Sanofl Romania riiRl,
Su, Oua Horlrtrllh& ff, 4, Clldtroa B, ctojotc E,9
Scctor 2, Bucruogtl
Tch *40 (0) 21 3l 7 31 36
Fax*40(0)213t73134
E.malll pv.ro@Bqt:rofl .oom.

coordonolclc da conhct alc raprannldnlal localo a Dallndlorutut tlc
autoilroll. dc punlr:c pc plall

fonq lnrobll gl infonnatlt supllmcnruc, v[ putoll adrcse companlol sanollr
Srnofl Romants S,ltL
Se, Guallortrtslr;rr nr.4, CltrdlreaB, otaJclc g.9
Sootor 2, Buouroltl
Toh +40 (0) 2l 3l'i' 3l it6
Fa:cr +40 (0) 21 3X I3l t4

Cu doocabltl oonril rlcrafl o,

Di Noctnra Nuclsilr Blnran-Andono
Drug 8*fcty Unlt L,csd .tjanofi Romanla SRL


