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cese Nl1roN.r.r,A o
(iARtNltT Dtltuc,toR cnNlrRAl.,
C0l+0 Cdl{t0gllof nr, 248. I oc S I9.

ASIGURARI DE SANATATD
r 3, lJucut.clti

limr ll i (lircc|or,.gcnrr0l(,DcrN0 n,to 2 309274i ltux 0172 30928ti

N OAtro,

ptofundg./embollgmul pulmanar il
I n suflc I e nl' rc n at d sev a A-.

p vlnd utl zarca ta paclenlll cu

Ansxum ln fotocopj€ docufiontul r€s

cu stlmd,

06' f4/ftrt r,/.).t/h-

CASA JU!E"EAiI,i *i T$ISURARI
oe si,uirr;:: ,'xt iie cl

lf,lTRA[{[:
?

Nr/ | dff&&ufuL

23745E12e,$.2017, lnreglBtratA 16
C.N,A.S. au nr, RG 907g/04.04.2017 vd ad la cunogtlntd md8url16 lntrBprlnB€
d6 Ag€ntta Naltonale I Medloamentutut 8l s Dlspozitlv€lor M€dlcsl€ (ANMDM)

btn;
ntru Informarga corpulul m€dlcal or la medlosmentul Cl€xane

{enoxapsrlnA sodlcE} cu prlvlro la pdvlnd modalltatea de exprlmarc a
cjncentraflel, a dozelor admlnlsltat' ln lrc d venoasE ptofund*/ombo smul
pulmonar gl actuallzarl prlvlnd u{llzarca la b cu lnsuflclanli rcnala sev€re.

Vd rugdm sA luatl mdsurj de lnfomare furnlzoflior d6 s6 lcll m€dlcal€ prln
gurdrl d€ sgnAtat€, ln loc vlzlb , a

aflgErea pe paglna ol€otronlcd s cassl d€
documgntuful,pldxane (enoxqpattnE : aDtuattzdrl ptlvlnd modalltatea de
expflnare a concentra el, d doz'lot a tO ln tromboza venoas'
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^ tn H#,il+lfi !3i"#i{ir

1o- { J rr* noi'fr..q,.eq1t'g2pa:;";a;::If1ilt:?!l
a.aNMoM', 

..".:",.,",.,,,^,,,,,,.,,,,,/,".,^"1 | "*,*oi1"i,1lf,i:?l
, ,.,, r:lrt..,u"^rdr!,t|, | |

''' t'"''t' ;ffi+^f,r-l I l^.,,'r"-lm'Til:;Frin'':t
cdtrc,,,,y 04 o(,s_gtJ l t,_ielldffid
cAsA NATIoNALA or,rsrcu{,[ru DE s.{Nl,,rA.rD

I

Vd educom-la cuno{tin$ rndsurile drtrcprinse de Aganlis Nrlkrrraltt eMedicamenlutui 9i 
^a- 

Dispozitivelo, r,a{Ji"i.i"..?iNprDM) 9i conrnoniasanofi Itom'nia 
.s.R.L,, ptntru infon""{""- 

"".pi 
rri medioal rcl.oriror trmediournsntul Clcxnnc (cnbxoparinfr,irOi"ll."u.pifuire la ectualizltri privindrnodalitatea dc cxprimar.c a concenrralici,'rfl#i", 
"a,rinirtrotc 

in rronrbozrvcnoasi profundl/crnbolismul. pulmona, {l o.i""ii"ari privind utilizereu lnpacienlii cu in$uijcicnf' renol'.scvcrd. c"l"p.rl".iL*r, Ronr'nio S.ll.L. ainitisr informarca proiesiontgtitoi dii J$J"i"i- J"a,a1;i prin intenncdiul

*ftlffqlili"di:,lriJf;ftJj:"* J,f" "f.irJ}''ri'rr' ir" J"iii"i"i

..r"n,i,:tJ"tlJl:-o"litute 
dc inhrrnare' Lrtilizat[ sisternstic in UE. are cn scop

oarinirtrur"uu,rltl'H"0fffl::[.*** utor problcmc a" siguranga'iii
ANMDM 

?, "::rll l*r,l.r:l,:orii -dc]inrbnnare cdtre protcsionistii dindomeniut sundthlii, pc.caLe o distribuie s;+;ii"Ril;pc web-sitc-ul I

Mcdic'hcnte o""Fi.lli:l -!*****l F;'Ji ;;il',"?l;Ld' lr#':fi
proresioniqtii din ;fi"',r'il,lx*i ilil**'gifenp - cornunicdri directe ctre

Anexdm la rccastE Bdrcsit <Jocurncntui men{ionat anterior.

:rltqil'1:8,S,"'Tiilkif,H"t; gl,fjilfl**"d qi Ministcru,ui
M.,dicilor din R;mcnia si colcshrlui ron'n,fiqtitn, uin llf;cnle, 

colegiutui

PRE$DDINTET 
]$ctSontctu FsrmrcovtSnenfit
I ft msna&emontul rlsculrrl/ _\ Dr, RoxnrytlsTRoEDr. Nrco\c .1H, t-. 

_ "_;ff,*"
'*-Tlh' ';':i\

-l{"*"'trl 

**tffiEstris*r.l
l

I
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_ Clexanc (cnoxlparhtr sodlcd): qctuu
exprlmar0 rl concantrntlcl, $ dozelor qd

profundd/ombollsmut puhnonu" 9t oct
psct€nfll cu lrlruficl€nti

,,:l:!.r:: cdrrc medtc de me.ttctnd getrcl

'::,#'::! ;:;t:l:" hc ma'otost, c h t rurst,

q dozclor.adminislrot" tn tro,nlroiti v"noardprecum.{i inlbrmagii privind utilizareo ltlscvcf6, dupA cUtr uflncozit:

Stimste protbsionist din doncniul strnAtftii.

Sanofi Rom0nia SI{L, de semun
Medicon)clrutui 9i agcnlia N"gi"n,iia u V
Y.:*r!:^j:':t,"-.:t-vl inrbnireze' cu priv
dcsprc.produsui ct.*rn" i""o*op*i"i J"ilUniunii |turopcnc, 

"u 
u"o*"'o'iili"io.ii

curope0n Astfel, au fbsl actlralizatc modolita

CNAS- C [€wback

Rez,umtt

iniectabild,

Llnoxaparirra sodicd po4tc fi odminishotit

. Conccntr$tlo cnoxaparlnol, ox
lntornoflonalo (UI) da qctlvltstc nnth
ln unlttrll Intornstlonals (UI) de rcfl
mlllgrfirho (mg): u[ mE do onoxopdrl
UI dc actlvltrto anfl-fqctor Xn.

P_"" -:i"lll", in cazul_scringilor preunrp
oprrcfl exprirnotil q$fel: Claxs;c 4001

r Dozclc poltru tratlmcntul tromhorcl
ombollsmulul pulmonar (Ep) nu fost pr
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,trrl prlvlnd modalltstca de
Inlstrsto ln trombozo venoasA

ttd, nedlcll dc fam te, ortoDezt.
oncologl, neurologt,,farnictati,

rl prlvlnd r llmro! ful
ronslll sovcril

cu ABcDfis Europeond a
icarnentului qi o oispiziri;ctni

ls arrnonizarca iniunnuliiior
) ln toete statcle mombre alc

I proccduri Oc rcvizuirc to nivqi
dc exprirnarc a collcentrslici;

cmbolismul pulmonnr.
cu insuiicicnlA ronalit

rottr qnterlor ln unlt{tl
ctor Xn, va It oxprlma0l $tAt

le ||ntl,fsctor Xa, cAt fi In
sodlcd ostc echlvslant cu 100

"'i,,t?*od',1ilj,ili"i,i.lll ill
vcnoll8c profundc (TVp) 9l
clzate, duptr cu|ll urmoffzd:

bcutonat:
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ng g .drtd po zl lnjectqb , In
:-dl1jl !:,t"9 ln pacieilii ltrn'oornpl
recidiv6-q tromboonbolici venoasq'
nc qc. doutr orl pc zl, Injectobll, tn
odministrarc to rirli ceitaili po"i'in1,,
clnfglisrn_. puL"onnr ri,nitomoii",
rcoidivuntd s0u hombozd pioxirnold 1laSchamo de tratflmenr tribuie secvalulri individualc, inclusiv
Iisculr|i hemorogic,

. AdmlnlctraroA In psclgntll cll lroa
(cleorsncc-ul cr€rflnlncl <15 ml/mln)
prcvcnlrll formirll trombllor la pacl

I4lormllll $upllme tarc rcIultoatu ta ftohtemd tll
Au cxititlt diloroponlc lnportoflto lntrc ststcto tnoml
y:_.,orpn'nur: q concontralioi g,loxopsrincl lD dlhdcrpro 

. produs.. u anzotor opro'ri,itl rronru, tprolundo/cmbolismulul pulmonar gi a odrninlsrrdril

::*:l:',r.,:.-"."1:Aj1riei 0rAr ir. ur cnr $t lj) mBdotnoniul sfintrfltlll ou irlviro f,r O"zof" ac 
te

fhnlllutlzofi ql vrl 6vitq ororltc dc
|n!.Jofa.

P_o[-tflr (flttsmcntul TVp/Ep uu fost aprobnrc lt]
trstamenri o Elngurd InJocllo pc zl cu dlzo oc ts0 t.tl
vq,q,us,,r, u dr uurs InJoclto pc Zt cU dozo dc 150 LJllle! doftr dc t00 Ul/kg{l ftg/kg) fieclro. So p8srraozd
liind armorizoro prtitn'drfu ft ;;l;;;;rfid;
trcbulc u!lllzato niostc s"h"n,o p;.i'bii;:

Co roindico{io lA p0qtonlil ou lnsuficiohlA ,cnal6m/mrn). c0ro oxistd h unolp Ftqtc mo|llbre qlc UE Ipro_dug (c4nd o lbst onzut). Cu tc,qto a;;;n, utitizaro,trcnnrnur (ptcfirsnoc.ul crcotitli[oi <lJ rnl/min) nri ol"oln?tr.ll rrombilor ln pucicngii aintiroii, Ain couzupflct9nlt,

,nodlcullo carc d
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de 150 UI/kg (1,S ng/kd:
ptczintll risc ffic da

ozA de 100. Ul/kg (t mg/kg):
precunr pacicnli eu obctiklG,

, trombocrnbolie vcnoasit
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lllli, corc

ivclulvenci iliacc).
dc ctrtrc mcdic pc baza unoi

riscului tron6ocnbolic 
Ai

renalA ln stedlu
u c8to rocomondstd,

lll dlollzntt.

fl nlcom t d

Xormlnol

ln ofnru

0ld lJE. dlh porspoctlv0 nrodslildtii
rrc! comqrclElil {l tn lnformuliii€

LlnlcnNl Fombuornbolioi vcnonso
In$!Icionto rcnolll rovord,

olbfll pl0rii0to prolbsionl5tilor dinn[, Indlforcnt do stilul cu idrc sunr
ina rlso de rrombozA llo,r h"iil;i;

o.mctflbro ols Uli douA sohcnlc do
| (r,r, rrg/kg !0u doull i4icclii pd zt,

bolo sohomc dc tfototn ont,'ac'orfoo
l0 grupolc do poclcntl po|lfru carc

rd (clonranco-lrj crcotlnlnoi <30
6llminotd dln hhrmaliilc derFro

0 pocicntii cu booti rcnria r" ,iiiliiu
o tocomond[ttr, ln nfsro prcvcnirii
ipsci dntolof l0 0cL.astil grlrFA dc
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l:ifi Hli: :l#lLi;,Hjl_fi l,,"li" :J,:i[,r:. ul orc0tinlnci (lj-j0) rtrl/rninJ sunt

It(o ttd ll I sup nrcn to N
cnoxoPtrrhlo cslc o hcFlrinll cl| groukltc nolcculord

lrco|ltohtc de rtz utn0lt (ClJl\4p) sllnt uflnonlz{rou ctichettrrii h nivclgur0n[! Clgxonc qi $ dcnrtrniriior

j?lllii,,l,lilil,ll"'"0',rnonrare prrvind ormonizuou

APttl h ralnrhrtt ruaclllor ntlwr,re

asoqistA cu adminlsknrot
oornontului gi a Dispozlfivclor
sFontsnil, Udliz(nd foruulffolo

Llionrio o Modls&hontului si i
onm9nto dc uz Unuh/RUpotdozd

nfiilor dcsprc ptodus, v[ fugdm

r Modlc|llo
Aaunlrr r\nltonl A n M0diclllnortulul ,t |l Dl,Dn, Avtqtor glndtcscut [r. 49. dcutor I
uucurcgll 0l 1478, llo'l'elt.b 4 0?57 n? 2St)
Fax 1.4 0213 163 4s7
o.|11ril: sdr@qn!n,ro

lRxitr trombocmboliol vonotlso 000 Ul (20 mg) s,c. o dord pc zi

l$li,Tllli,i ;ll,'#lP;i ffi .-'.ffi ;t !o !yrr1 G[7ir;;;;;ttr*
rut 

. 
anein"i lnsGbjte--JiJ-l| . ,; _ . -.,o,,,-, n,lsulc St 0 inlarClulu

l9!-EJlJglg$$19lldusrlrye,n.ni sr
00 Ulikc al
da(d Do-zl'

gtcuklto corpq,elll
utu'rro,trut. iulh."r,,tul-ilidfri-fi
frjfill1:tl" do scgrno''r S,t. (pncir.r[1i ciruh 75 dc onl)

iiig":{Ur'?'lTft ih, Eieiltx';",, :1i'"#:75 do qni)

^LJ;900 Vr (30 me)-f;l;Gfiitrj;
vv rruKg (t.rng/kg grcutqtc cornorold s.(

I'l'i,,lf : 
"i 

?i!y"xll" ji il{li 
j

lf,"T':il:;itli'Il iil,i"Hf f l,ilit4y'k8) Sroutnrc colpo*li -,", lr'i"i



?017-04-10 18tZJ CNAS- C L awbEck

,_:l',k * :::,::_, :!:, * * tt ro ru t u t n n to I t zt t t t: t d e$lnofl Ron{nh SRL

I";ll1:11,,:"::!,1 y:cisc su$pccrdro sc por ,,{.,"atrunrcrc oolq do conklotj
rl|loll llo||lnnlo gRt"
o"nl0lli pv.ro@sonoli.corx

tI;"";I: l';:liliff b14'4c 
r.d rron B, ornic b &e

tctt.t 40 21 317 3t 36
Iilxi +40 2l 317 3 | 34
c-molli pv,ro@snnofi,corh
wjbsito;www,$qnofi .sorn

.lI::lj,l. o*0. produs qprobare tn uE (Rczurrospcctul)

. DcoizjA Co|xi!loi Bufoponc

ilifd'Iflll"i:l',lii,"$'fi.";;i,ii.,i,,':hi[
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ti cdtro cofip8nio Ssdofi, lo

I cnrqotorlsfloilor produAului
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