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ln qonformftat€ ou adr€sa ANDM nr. 23745E128,09.2017, InregletrEtg l€

C.N.A.S, ou nr, RG 3078/04,04,2017 vg aduoem la cunogtlnld mdsurlle lntr€prlnse

d6 Ag€nlla Nallanalg I Medlaamentulul gi a Dlspozltlvelor Msdlcale (ANMDM)

,ntfu Informaroa corpulul modlcal r6f6rltor lE medlaqmentul cl€xene
(enoxaparlnd Eodlcd) cu ptlvlra la actuallzdrl pdvlnd nodalltatoa de sxprlmaro a

concentraflel a dozelor admlnlsttata ln trcmbozd v'noasi ptofundd/ombo Emul

pulmonar Sl actuallzarl p vlnd utlllzarca la paclenlll cu lnsuflclgnle rcnala saverE.

V6 rugdm sd lustl mdsurl ds Informare a furnlzorllor d6 s€Nlcll mddlcal€ prln

aflgarea pe psglna eloatronlaA I o88el ds aslgurdrl ds sunAtate, ln loc vlzlbll, a

documentulul ,Clexan6 (6noxapa nd sodicd)i actuallzdrl prlvlnd modalltatea de

exprlmare a concantrciel a dozdlot adnlnlsttdt' ln tromboza venogsi
profundd/embollsmul pulnonar gl aatuallzafl ptlvlnd utlllzarea la paclenlll 6u

lnsuf lc lanle ro ndl d seve rA-.

Anoxdm ln fotocople documontul r€spectlv.

Cu stlmg,



2017-04-10 18222 CNAS- C [€lrback 0372309160 >>

ala/,"t44{

CAsA NATToNALI. DE ASIGUR,IITT DE s,tr.NATATE

PRD$EDINTE.

.{,tr."r!//r,,.. j .i. , t,^ .t^L I?tu

d @Not,a$'AA,\E!UL $asftl'e nrr e ry1rr 9 glr i'iEircf ii i-rruiur
8 s_ fr ;_._ sr A DrapoztTtvEloR MED|CALE

'-q- s J 
=eerz 

ec]"frau[)"5220*"""'i;,l11ill-?if]iiil
^*. 

^Nt'ont 
E' , _.. / .., I Ftxr +4021.316.!4,87

.:::^ r(1ul 
^ 

or 
^r','ro^r:'lt\r{itrrt l www'rnm,ro

P 2/6

- . .. Vd oducam la aunostinlu mdsurile lntrcprinse de Agcntia N0lionflln qMedicarnenrului pi n Disnozkivetor Mcdic;ts (ANN;;"rvii'ii'll,"ie""r"
Sonofi ltor,rAnia S,R.L., pcnlru inronnnrca corputui medical rel,eri[or lumedicurncntul Clexanc (cnoxoparind rodicd) * piiuiii f" 

""GiriJ"ri"f"ornodstitqren dc cxprimare a co;centn4ici, o i"r.i". 
"aiinirirot" il;Jil"rnvqnoasl profundd/erabotismul pulmonai 9i a"tr',oti"l"i privinJ uiifi"L"n r,,pacicnlii cu in$uijcicn'[ renold sevard. c,irnp"ni"'!-*"f ii""ioir*'sLr.,_. ,inilist informorca profesionigtilor Oin oomeniui- sunaiiifi pri" 

",rrtrr,,*Oi 
,fdj,.ll,I:.11",l,ri ,,Coriunicere' directd c6trc p.ofcrio,riliii'-ain 

"'aor"nirf
strnlttiltii$, iu legdturn ou ocqst aspcct

Acedstd modditate dc inlbrmarc, utilizat[ sistematic in UE, are o0 rcapnvcnizorca corpului medical osrrpm unor problcrnc' 
';; ,iir",iii r"adlnini$trores unoi medicutnente,

, I|MDM u ayizet textul scrisorii de intbrmure clrre prolbsionisrii dindorneniul sUndtdfii, pe oare o distribuie Sanofi Rorndnia S.d,i. li "'"i,iii*,ff..,y-"!-t"9*1, Bg:nti9i (wsrry,sun &l *"eEi l"i"ro,"ir" 
-il' ;#;" -Mcdicarncnte de tJz Unan _ Farmacovigilenld _ Co,nuni'"Uri 
'i1.""i"'iarru

profe$iotli$tii din domeniul e6n6tdtii,
Anexftn lq 0coast6 sdrcsd documcntul men(ionat snterior,

,. Prccizdm c6 $seast6 informalic u i"rt ' t*"rrifrA 
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^-clex€ne 
(cnoxspsrrns sodrci)t_lcturtzdrr prrvrnd modattsfca deefiprlmar0 r concentmticl, a dozetor.oa_rnrrtruto iiti",nHlil.il,i**prorhndd/emborrrffur puhnonsJ yr octrolrzlrt prlvhd ,.tr'z8roa hpsclonffl cu Inruftclenftr ronaltr ciou.;;- 

. ...'-."-

'#;ff;: :l;":;:!i"t#.f",!:f'y,s:::r'td' nedtcu de ramtue, ortopezt,
aslstentc medlcdlo - chtturgl' oncologl' ncutologL ,/itrmaclftl'

Slimate pfotbsionist din doolcniul strndtdtii.

*:,",1-_.T::9".,". SRL, 
. dc comun ocrrrd cu Ascnlia Europcand a

1",,::i:l 
r.ulurui vr Asentio NafiontlE a vr"Ui"o*"nffi'li*o Eiro"jriiu.,nr.

iffii:" ihffff i':,:*1'efiil:'":' y p'iu ire ru *m,in iiu*""i,, i## ri i i,o
Uniunii'Europ_cnc, ;;';;il;';l;ii:il.X,i""l.1?,T""1lili;'j-Iffil:",r"T,lli
european, Astfel, au tbsr actualiznrc moUofitarca O" 

"xprimr," ",""i.""",1i*fi.i,I dozelor adniniltrotc in tromboza vcnoosd profirndvcnrbolismul puhnonnr,precurn gi inlormalii privind utili2
sqvcra, duf)d cuur urmcazi: :ore0 ld pocienlii cu insulicicn$ ronalo

Rszumat

. Conccntrqlld cnoxoparlnol, oxprlmotd qnterlor tn untt[fllntofn$flonslo (UI) dc acttvltr
rn unrtilr,,,;;;;'iidT,'lll;lililJ xJ;-il"[ :TITT J,ffmlllgrnmo (mg): ur mF do eroxspqrrm 

""ar.l ""i" ""n,r"ii"*ri ,uoUl dc actlvltrto anfl-fsstor Xs,

Dc excnrplu, in <;azul scringilor preumplute dc 0,4 ml, conccntratiu va

lf;::",1n,:;:''"* 
astrel: clqxane +otio ur <+ti ,"ejroi' ,li"llii"n"

. Dozclc pontru tr$tsmantul tr
omrorismururpurmono;(;;,;:T;TTI"*,H:I"X?:Llf 

:,"$JJ].n
Enoxaporina sodiotr poAtc fi fldministratil sllbcutonot:
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. fie o .duta po zt, lnJoctrtr , 
.lL_d:rA..g. fso UI/kg (t.S nrg/ks):
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:h*fi{*],ii,liti,i"f l"1i,1t1i::#i::,#ily,(,"il:i:ft;
;".i,.,sdhq!.tllffi l#l}lfi wlm,*f'l;i';itlt"?*"*,'nct'lcmq dc tratoment trcbui

;i:f ii,lX..'J::#;;:' il:fff"'"#n:X"l" ;ffi"l"i:j,",ffi lfi,JTi
. Admlnlstmron In pacleulll cu. boaltr rsnalI ln strdlu tgrmlrtll(closrsncc-ul cresttnlnel <it

provonrril rormtrrr, *;r;t" il'iTlll"il Ji",i,i1;o.o"o*n, 
tn orn",

Iqlormaltl rwpllhentarc tqlle raatu lo lrtoblems lo stgrarunfi fl rueomqtklltrl

*^;t;,'lfli:fHhil,li,'ii"J:JIilT,T:H";il'fii]:"",,":,fJil::rdpac,vn",odsri,i,iil
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l[9,:T,;H?:""fl1*rurrrouio.o,nrniuiirJi;;ffi#ffi;,ili:l;"T#iJlilil,hli"flll
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20'17.-01-10 1a:23 cNAs-c{.ariback 0322309160 >> P 6/6

TotLdat[! 
. 
rcocli ilc nalvorsc suspcctuto

urnllfonrclc dolg do cot,l{. . 
_-'--*- 5c Fol rtPortn fi oltfo conrpdnio Sanofi,

squofl I{o rnnln SRL
o-rnqll: pv.ro@sahoti.corr

"r:f::rft:#{;, {#:*dtorutst 
(utottznttet de pune.! ft r,tntd

*,""lil l'ff lii:j'hll;4, 
crnd rros B. ohic re s.e

.t.ctt.t, 40 21 317 3t 36
r.oxi +40 21 3 t7 J | 34
c-Inrrll: pv,ro@snnofi ,cotn
wdDstt0iwww.s6nofi .co|n

A oxc
.lntbrmstli dcsprc produs oprcbate lhrrospcctur) uE (Rczulll0tul coractotlstloilor produ$ult i
. Dcolzio Conlsloi europonc

illilil#:,ixf,il'i,"ts'il1#i"';,,f,"jfi"ff"fiiji$#l.f,l*fij a, A&on'ci N',iono,e


