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cAsA NATTONALA DE ASICURART DE S
cAlltNEt t'RtlsDDtN1,I

C0l$ C flr0flllor nr,248,l]loc;St9, S0qror l. Bncu
ll"urniI srbjtLO|-tlrq$di q@qttrtulla.'lbl, 03 71409,270, trrrx 0i

fotgoopls documontul fespscflv.

C!tre,
Casa de

ln aten(la,
Doamne

gurArl de Sdndtats

- cu nr. P 11733i109.12,2016 vd Bducem la cunogtlnld mdsurlla lntreprlnoo d

Europoans a MFdlosmsntulul (EMA), Ag€nlla Natlonale B Medlcqm
DlEpozltlvelor M6Plc€le (ANMDM) pentru Informarea corDulul m€dlcal /e

nt6 rofe toara la elgurante nadlaamentutul Vlaklrax (
pa taprcvlt, tltoni?v|) asoalat sau nu cu msdlcamentul Exvlarc (dasdbuvlr),

Vd rugdm sd luall mdeurl de lnforman a furnlzorllor de servlcll med
sflgarea pe paglfa eleotronlcd 6 casol de aslgurerl de sendtete, ln loc
doculn€ntulul ,,I lmportante rcforltoarc la nedlcamentuMqhtrux
nu au medlcanerltul Exvlerc: nu este rcaomandat paclan lor au lnsuflclanta
modoruta (Chlld-Pugh B).

Anex6m li

Cu stlmA,

omnulul Pregedlnt€ - Dtrector Gonsrat M f -,1pa/,ilT
9s]*'i?wr'q i

cu adreee l\4.S. nr, O7B14E/23,12,2018, ln16gtitrqtd l;
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Docombrl

Informallt
nu cu

Insuflclslttr hcprtlcl modcrat{ (Ch d-pu

Stlmato dln dofr oniul sln[rElll,

Do comun

Nalionall a

doregte s[ aduc[ lo cunogtlnl[ lnfornatii nol importanto prlvlnd
modic

cu Ecdiorm

Rd4,umat gl iqcomandbt
. Lg,prfionfii.tatEll ou Vlekirax 9i Exvlcra, dup[ punoret po

mcdioamentolor, s-Bu lepofta! decompensaro hopatlcd li insu

lmportouto roforltoato Ir mcdlconontul Vlekirox asocl
lcdlcsmontu-l Exvlerii nu Gsto rocohanO"t pnclcnlttori

acord au Agcqia Europc&U I Modicsmoo lui 6i i,r
!4edicamcntr:lul qi a Dlspozitivolor Mcdicalc, cornpania A

Vickhat (ombltasvir, parltaprov\ riionavir) asoclat
, Exviora (dasabuvlr),

hepaticE, inolusiv tra.nsplant hcpatlc sau cvolulio lorel[.
Coi mai mulli paclcnll ou scosrc cvolulii grava Eu Drszehtarcu Ploi4 rtar gqII
ciroz[ avanrat{ sau dooompcnreE lnalnta do jnilicroa Eotafientul

Pdr umrarc, medicamontul. Vlokirax asoclat rau nu cu mcdicanfqs Irg eg lLtgLtlgd
t*ul.ru 

-n:_:r_,:.tocooandat 
la paclcntil cu lnsufioicnfE h

nodor$[ (Chlld-Pugh B) gi rEmlnc contralndloat la raclc;

0 2lL

insufl
r Danl

f[ h6patlc[ sovorA (Ch d-pugh C).
cu choz[ hopsticl Uobuic monitorlzatl:

entru siftpromc Fl somno olinicc de dccomponsaro hopadt
rln testo hopatloc do laborato4 lncluslv doterminuca val

rlllrublnol dkcoc, efootuate le momcntul inlfial, ln prlm
lp&natri do la Incepcrcr tEtrmcntului fi, ulrerlor, dupE
t0 indlcat dh punor do vcdcro olinio.
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Pocionlil ouc pdmcso mcdlcam€ntul Vleklra:< gi mcdloarncntul El
Ecbuio hfonnall s[ urnErcrra[ simptomolo ptocooe <to lnJlan
fioatuhli, lx'ficion![ hcpatic[ sau dccomponsaro hopatiotr qi
adrcscze hcdiat profoslodgtllor din domcniul sUnlt4ii, dac4
acuot 0o siEDtoDc.
Paobn{t cu ihsuflclonlE hcparic[ modclatE (Chfld-pugh B)
truDosq In prozcnr U"tarncnt cu medicsmontul Vlckirax asoclat sr
cu Elcdio0drontul Exvloro pot s[ oontinuo Elrr4c!,tuI dup[ o dl
cu nc{lcul prlvlnd boneflcfllo gi riscurilc continrrlrii tatanrcn
Paoienlfl caro coltl$utr trstartrofltul rcbulc monitorizafl pontu s
do doooiapensaro hcpstio4 d$a oum s-a mantlonat a orio;! a$errull
Informalillo dotpro produs penh.l acesrc mcd.ioffnenta
actualiiatc ou noile rcconsrdkl,

la oaro apar rcmac rclevantc clinlc dq decomDensare
tntcnp[ totamefful.

Inlomolll wplfcntaro rtc toan Ia prcbLmo d. slgutdn!tr
Madlcrhon$l Vloklrtx 6!to Indlqlt ln s!o6l.to .u oLo rrl.ll.o*onto ponou
hopadtcl oronlcd ou vln:sul hcpriltal C h rduld
Madlcnmonwl Exvhn cno Indlcar ln fiocloro cs rltc mcdioumontc acnhr kah

. Pacl

trobuic

n6p trot ctonlc0 cu vir sul hcpatlroi C h rdullt

. La nlvol mondlsl, du!! puncrcs p! !1116, douizrcl gi gaso do ce
d€comp€nrar. hapsdaE gl hruflolcnlE hclsttc[ lo paclonfll tata;i cu modlc
ytcxltax In s6cllr6 cu ncdlchlntul Exvlora, cu ,nu firl rlblvlrtiEr
onui],:j. d. *I9 ln erup d6 6xF6qt In afcc;lunt hcpatloc, Indcpcndonll,
Forlbrl ssu problbll h lsgdtu![ cu rlltlm6nBl,

r Dlnt socsrc 26 do c6ttjrl, lO tu lvrrt ovolulll gr8vc, sdlc[ trsnsplant h0p
scccl ft a$3t! €votulll grlvo !u fort raponlrc, mel rlcs, la paclonlll crr sc
cirod avAnrEttr.

DcJl!st! Fou !{ !. ttdbilclrol tolul lpoolflo el troramcntrrlui rnrlvlral din
botu hcp8 cs 8vm!!ta do fo[d, un rlJo Fotcnliql nu po0ta fl rxclu!,
Sc cstlmciz! c!, h nlvcl mondlal h, momcntul tn crlc au fott rsponstc
clzujl, orlu dcja prtrcrl& pcntru pr6l0n!l ij00o d! rchcma dc trEtam,
mcdlonmcl l Vlckhax $ochr rqu nu cu mcdlcam6nrul Exvloro,
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al do Frrmrcovllll.n!tr
t|cu nn 48, Scotor l,
Romlnla

34 97
7 259

0t t478
flxt +4 021 3l
tah+ 4 0757 I
o.nlll;

Totodsd)

dcllnutorulul

tcl: +4 021 329 ?n ?(

c.maill

Cu rorpcotl

Dr. Corina lon

Mldiaal MBn

1': 1l":tyt suspc0lrt6. 80 pot rsports pi crrrr rcprozcnranlr
onallol d0 punlrlpc pj[l!, h urmltorralo dlrc dc conhct;

Abbvl6 S,R,L.
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