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llobruorlo 2016

Alexan t0 mg/ml, roluflo lnJoctablltr (cttrrobhriil)r

lnformafll prlvlnd turnrznron modrcnmsnturur Aroxnn ril00 6g729 ,t,
roluflo lnJochblltr (cltorablntr),

urmar0 o lntroruporll tomporaro n nprovlrlonllrll cu modlcrirmontul .A,toxun
50 mg/ml, ooluflo lnJoctnbllil

Stlmato Profoslonist dln Domonlul Sfin[ttrfl1,

Ds comun acord cu Agcnlla Noflonoll s Modicamontulul gi o Dispozltlvotor
Modlcalo, compnnla lhrnruceutla0 $nndoz Phurmn Sorvlrcoc Elll,L doioqto s[ vlt
lnformozo cu prlviro la lbrnlzorsa, numai pontru uniltlfllrr epltallcbqti dln
Rom0niq, e modlcamontulul Alcxarr 1000 mg/20 nLl, srrllullc iqiogtubllU
(olhrabln[), Aooastb m[eur[ a fost nosssnrl oa urmars 0 ttrtrorurlrcrll tcmpornro 0
aprovlzlon[rll qu modloamontul Aloxan 50 mg/ml, eolufie lqfrctnbllI, flnoon n
20 ml soluflo, sun onitE in unflu unor dlsfuncflonalit[ti tonnporalc oomunlcato do
produoltorul ISBEWE PIIAIIMA Oos,rn,b,l{,Nfg,kg, Austrin, pr:ivlnd aooporiroa
floocsarutui acestul produs cu nrnbulnj inncrlplionat ln llrnbrr rom0n[, pontru
paolon;ll dln RomAnla,

Rawmat
Co urmers o problomolor tomporero do aprovlzionurc cu msdir;ramontul Aloxnn
l0 mg/mlr coluflo lnJoctublltr gl ov0nd ln vsdorc lnrportnrrfa tornpoutioll n

oltareblnol, Agonlia Natlonnld a Modlcomontulul gl a DlrpoHltl'rclor Medioalo u

aprobnt dlstrlbufla ln reglm do urgonf[ a modlcnmontulu,l Akrmn 1000 mg/tr0

nil' rolutls lnJootnblltr (cltorublntr), flrcon n 20 ml roltrtflo' ilnsgnql.pl$Jgkli[

, Componilo dlstrlhulo

modlcamontul numal pcntru unlt{llo epitnllcoqti dln llott'l0nin, ln cudrul

Programulul Nutlonnl dc Onoologio (tn bnea progrnmulul do arrlrlal{ll publloo),

V[ lnform[m o[ oslo dou[ modlc0mento mon]lonnto mul sus tunt ldsntlco din
punot do vodsrs al procooulul do lhbrlceflo qi rtandordolor rj o oalltuto, avAnd

iroelngl profil do oticticitato qi uiguranflt h admlnistraro, |n olutlrn oxiEtonlol unor

dffordnft qffg nu schlpnblt lntl oonfilnutul intbrrnnllllor prezonl;utc in Rsrumotul

cotaotorlstlollor produsulul.

Flsoarc unitatc comorolalll dc medlolmont Aloxan 1000 nng/20 ml, uolutle

irtigctgbll[, vn fl lnsoll$ dc ultima variantfi n Rszurutuhti caractsrietlpllor
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produsulul qi a Prospectulul modiaomontuhl autorizat ln Rorrtrdnio, Aloxon J0mg/mt, rolulto lnJoctabltfi, nncon o-io'mi,rluir.. '"'

h_*.:r, Bcns, v[ rugllm ed flnrl1i oont tlo lnforrnaflile rlo pr.ncrlorc nprobntepcntru mcdloamontul nutorlzat ln nornnnio, 
""*..r''l'r

Apel la raporlwea reacllllor tdversc
u8t0 tmportont s[ ranortatl oparllla orlellror rooolll advoreo 8u8p0$t0to, qrooioto ou.dmlntErr.r.. modrounicnrurur,At*iin r-ribri iig/id',nr, iiilrro rr{oorrrr[ otrrro AsonrhrNollonoll a Modloamontutul . gl a otrrrozifiiofoi"'rurTitqro, co,, ,rut Nallonql doFarmooovrsilonrtr, ?n oonformlroio ;, -Jffi';;iro,lJi"'io 

rBporrrr) s'onranir, prrnIntorm.dlul ,,Frsor pontru rnpoftnro. flpont'n0 o il'.rilir"." 0dyorso ro modrcamonrs,,.dhponlblto po pagtrio wou o'ng'o'ntror-iiiiiiiir.-r'jtllili"o',non,urrr rr o DrrpozrrrvororModlcalo (sss.g[E ra), ta aoo;iurioa nnpoJiriJi ni.ii. J*ii-ai,irr,[a:,a ffiiiilffiilffi;do oontlct!
Conlrul Nu;lonll rlo Fnrmlcovlgllonlll
Str, Avlotor Strntrlosou, Nr, 4g, Sottor i,
0l 1478 . Buouro{rl, Romllnla
Ffxl +4 021 3 t6 34 97; T6li .r 4 O7S7 |7 ZSg
E.mall: tdr@Fnm.ro

Totodrtl, roaollllo odvoruo suspoot0to so pot. r0poll[ fl oltro roprr,ront0 nl[ dln Rornonln oDollnltorului nutorlzo;lol do punoro po phitt, t0 ri;initioi;oti'dito uu oonto,,,r,
Snndou lrhlrmn Sorvlcor SllLl
Toh+4021 4075160
Foxr+4 021 407 5 l6l ;
E.malh 0uro@fl nndoz,oQltr

Coodonatels do conlf,ol slo tsptuhonlanlel locole o dglniltoruhl do
aatorlzqle de punora pe pluld
Pontru lntrotlrl fll lnrormolll rupllmontnro rolbrltorro lo utlllruroo modlr,umontulul Alcxon
1000 mg20 ml, .rolullo lr{ootubll[ ?n oondlfll do rlguranll gl c flcoolr,rtc, v[ rug[rn o[
oonlqohll compunh $nndoz Phrrrno sorvloor sRL, lu urinltourolo d0to d0,rDntrst:

Toh+40214075t60
Fuxr+4 021 407 5 l6l ;
E.mulh rorAfl'sl $.roA)sun(loz,oorfl

Cu oonrldorollo,

Dr, Oohvlm Tootlorosou
llord of Modlonl Aflhlrs & Rogulutory

uz


