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Tarcova (crlotlnlb)l Indlcatla pontru tratomcntul do tntroflnero dupd
prima linlo do trstamont chlrrlotoraplc esto volrbili dosr psntr|l
pnclsnlll cu ncoplssm crrs prozlnt[ mutatll 6ctlvatorr€ slo AOtrR

Sdrnato profosi<inlst din domcniul sln[t{ii,

Dc cohun aoord cu .Agontls Europcrnl a McdieErnentr:lui ti Agonlia
Nafionall e Mcdlcamontului gi a Dlspozitivelor Mcdicalc, comparrla
farmaceutlotr F, Iloftnann-La Roch6 Ltd, (denEmitl ln cofflnuuc
Rochc), prin reprozentanla ss locs.ll Rocho Romtnia S,R,L,, doregte s[ vE
Informozo ou privilo la o schlrnbare lnrFortsntl ln informa$llc dc
proscdoro a rnodlcemcntulul Tarccvs (crlothib),

Brrl|[st
r Tsrcevn nu mnl csfo lnillclt pcntru tratamcntul do lntreflnere

de prlm[ 'llnie la paclonfll filrE mutaflo ictivatoare a
rccoptorului fsctorulul do crogtcre opldermlei @GFR), po
bsrs drtGlqr din studlulul IIINO, Ac€6t sludlu a condur la
concluzlr cE nu mal .ste considcrlt fovorebll raportul
bonoflclu/rlgc al neillcamontului Tarccva pcntru trstsmcntul
de lntrotincrc ll plclonfllor cu neoplaim bronho-pulnonlr
altul dcc0t cel cu celulc rnlcl (NSCLC) local avusot !!u
mollrtrzat, dup[ 4 clclurl alc trrtamcnt chlnlotoraplc rtandard
do prlmtr llnls cu rlrurl ilo platintr, tlc ctrror tumorl nu au
prfzctrtrt mutrtll rctlvltorre do EGtrR,

r Indfcnlla g fogt revlzulttr duptr cttm urmoazll "De asemenca,
fdrceva esle inilie ca trutamcnt de tnttcllnqe la paclenll cu
NSCLC local dvdnsal squ mdastazal, cu muldlil acltvalooru d,lc
EGFR gl boald slablll, thtptr tratdmcnlul chtmblerqplc de Nlmi
linlc,r

Acesto luforml$l cunt trlmlsc do comun icord cu Agcnfh
Europoan[ a Modlcsmcntulul,
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trnfornrfli rutlllmonttio

SNdid IU'{O osta un studlu olldc dc frz[ nl, randonizer, dublu orb, controln
tloccbo, tn cErc Tljcavg a fort ad$lnlstsEt 06 trrrs.Eoont d6 lllbcglq€ro dupd primn linic
dc Fauficnt f4tl d€ lhliicrc! Ilodlcllnlntulul Ti.racv4ln rDoBcnFrl progrorlal bolii, lE
proLcnfl cu NSCLC rvmlat, olc o!ro! tunori nu !u prctcdtat o murallc mtlvrtoare a
EGFR (dclqlc le nlvclu.l cxonu.lu.l lg rru mstqlla cxouulul 21 L858R) tl cffo nu su
Frlzsntn proglltis, bolil dupl adnl-nliEuor | 4 claluri dE ohlm{crqapio Fo butr do
lAtwi do ptathtr, Pnclontli su folt r8$domlzall pontru a prinrl Tarocve oE ratrmcnr d0
lntctinrrc rqu pl!6bo o! lnuo$noro, ufi$ dc ahlnlotoraplc/c md bunt tngrljirc dc
lutlncro, rclprotiv Tar€lva admhdrbat kt fton€ntul progcrlci Nolll.

Rlta dc sutr8vlctuiI! g!nd!d[ (SO) nu c fod rupadoalE le paclcnFl rudomlz4l c!J!
au primit T&ccvq cE tErlma d€ lnucllnorc, umot dr ohl$iotcrsDlc h rrlotrsn l
progrldrl bolil, coroparotiv cu plcicn;ii rsndornlzrtl cuo au p-dmit phccbo ce
lntrcdnclc fl lpol Tirc€vr h nomentul prcBcllci boui ER-l,02, II 95%-0r85-1,22,
0.0,82). Itr fizr dc lnuc$ncro, ptclonfl cuo au pdmlt t*amanr ou Tarcsvq nu eu
svur, d6 ar6ncn.q, un lhdlac dc suprrvhNilo flrd progrerla boul (sFp) !up6dor,
cornpalrllv cu paclcn l cuc auprlmltplacobo (RR-0,94, II 95%.0,80-1,11, p-0,a8);

Ps bra, tlrultltclor obscrvBtc h rtudlul ItINO, utilizqrcq TcrcovE $u md €rt€
rccomrndn[ pontn: uawn|! l do t!ftlintlc lo llclarlfll f! o m$aflc aodvltoa:c e
EOFR, Prln ulllsr!,'hdlcr a dc tst8m! dq tntsdfln.rc dupd prlna llnlo dln
llcllunra 4,1 Indlcqflo tcBprqdc{ - Ncoplarm bronho.pubnonu alfid doeit col ou
cclulo nrlcl ${SCLC) d rlzuDatulfii c{$ctodstiollor produrulul e fost rcvlzqiltr dup[
qum sc hdlc[ h tozulran{ dc nrl ruc.

Modlllaat dlnr

ttDs as'msnla, Tarcova cstc Indlcal ca nonotcrolh pt|iu iardnsntul da
tnwltntn la pacl.nfil w NSCLC locdl c]dnlat sau d astaza| a! bodln stublld
dupd 1 clclutl d, ftatantnt chlmlotarcplc srandard do prlmd ltnld cu rdr|rl da.
ptatlndi'

Modlfisstinr

" D. os.m.nea, Tfi^tya 6stt lndlcat ca batamtn do lnttrllt.trt ld paclcnlil cu
NSCLC locql ayazsat !a) m.tattmatt cu nutqfll acttvaloars ah EGFR {l cu
boald stablld, dupA nqan.nh/l ahlnlolcrcplc dc prlnd llnlo,"

Infonna$l dcspro produs pcntt fi€dloomcfltul T$cevl Eu 1b3t oarudlzrt! pontru !
puno ln eplloue reoaoE modlflcgra,

ApGl ld npolaEt dc rtsctll ab.n.
Ertc ifipoltant s[ lrportail orlco rEEolll sdvcrsc 6urpacta!!, rioclrlo cu adminilcsr€E
mqdlorncni:lul Tarcovr. (ododnlb), olt! AgcndE Natlonsl[ a M.dlcmcD'tulti li e
Dllpozlflvclo! Mcdlcals (www,mn,ro), ltr oonfoffnltrtc su slrtemul ns|ionrl do
r8porlllo lpontlh!, pdn lnrcrmodlul 'Flfcl p€nku rupoltrrcE spontml a toacalllor
advcrss la nadlermofforr, dhponlbll[ po pagLna wcb a AgcnglEl Nrllonilc t
Modlcqrncntlrld d r Dllpozltlvolor M€dlcd. (ww*affn.to), l0 !!cdure0
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Mcdlcrflr.oto do uz u$ur/Rapon.!r! o rclcll€ advcrs!, t|llnlid citrai

Ccntrql NrfloBrl ilo FlrElcovlgllotrltr
Str. Avl(or SLtrdrrlcu nr, 4E, Scoro! l.
0l1478 - Buau$ttt, Rora&dr
ltx: +4 021 316 34 97
tcfi + 4 0757 ll7 259
a.mrll; !d8@!,Dl&

Totodst{ rrqcllll8 advcr3o rulpocuh r! pot r0portt tl clt! r6pr6z6nt[hi! loqalE I
ditirAlorului 0utodzqlci da puncro p€ phl!, la !,rmltoErclc dntc dc conrlcr:

hocne nolrAme s.u,
Piils P!$€l Llbcfc, Nr. 3.J
Chdkoa City O c -Tumql do Sud
Dcpartmontul Modica.l, 6t4l 6, Sc6!o! 1
013702 - Buourcvd, Roneda

+4021206 47 0lt02th3
+4037 200 32 90
rom&l !,dniLrrfcty@rooha, corll

Coo ,ndltlo d! coalael ,la ,4pra,antanlEt locdt ah Drllndlo alul da a$lorkqu.
dc pflnem pa plaltr
PcnEs tDu6b&l tl tdorlnalll rulllnctrtllc r.fedroslc 10. utlllzsor dodlcrnontului
I{19"-g- l.ll9!lllb), v! mt[.E ti conbcug Doplnunonnrl Mcdlcsl al CoErpanlol
ROCHE ROIVAIIlA S,RL.l

Dr. MllachDuscluc,
DruB Sf6ty M0ll!.8cr
ROCHE ROIvIAI.IIA S,R.L.
Plsls Plsrll Llbola, Nr, 3.S
C)ldhcr Clty OBte - Turnqt da Sud
Dollrt!fi.n 1 Mldlasl, crgJ 6, Scctor 1
0l 3702 - Buo$E#, Rom{ols

Rec.p ol
For:
o-mdli

Rosilllcl
Fsxl
r-nailr

+4021 206 47 0t/02t03
+4Q31 20012 90
romania,mcdlnfo@rooho.com

Cu ltlE[,
Dr, Morlll! Urra
Dlrrdo! Mcdical
Rocho Roalda S,R.L,

Anox!: Rozumtul qalacrcdstlcllor produsulul


