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Ianurrlo lOt6
Toroova (crlotlnlb)r Indlcrfir p6[tru trrtrmcntul

prrrr'.irnici;-t-iste;suteh[,nroto*prc.rr"r"LlLilf lii;llTfi ,l*tprclonfll ou nooprnsm oaro p'rezrntil ,iiutlirlinoti"nton'u rto EGI|R

Stimato profosionist dtn dorroniul s!n[t[yii,

Da oomun mord ou Agonttr Euopoanl a Mcdlcan,enhrlul sl Aconrle
Nellonatr a uoatoamcitui'ui rr:;E d;t ffi;';i;iilIi;,';fiTff;
farmaceutlotr F. Hoffinanrrrl,u noono'iia, ident,rrrte rin oontrnuarc
fto.oho), 

prin.roprozontanfa ra loorll Rootrifimania S,R.L.: d";r;il;;i
$tor&ozc cu p:ivirc la o_sohimbBre lrnportautl :h lri:tbrmapitc do
prescrlcro a nodlcaoontulul Tuceva (ulotinlb).

Bfituet

r Trrctvl nu md osto ludlclt pontru trntamontul r:ls lntrotlnoro
do prlm[ linic Is paclongll ltrrtr mutntLo 0ilrtivatoarc e
rocoptorului fictorulul do *ogtoro epldormlctr (EGFR), po
boza drtolor dh ctudlulul [UNO. Acort rtudtu i condiro ia
ooucluzlr ci nu mal orte consldorat fs,vor$llrll roportut
bcuoflolu/rlsc sl modlcgmentulul Tarccva Dc,ntru tratrriontul
d.c tntrofiuoro ol plolonfllor cu nooplarm ltlronlrro"pulmonrr
altul doc0t cel cu colulo mtcl (NSCLQ local nvanrot mu
motrrtrzat, dupl 4 clclurl do trltamont chlml,otorlrplc otandrrd
do prlml llnle cu tlrurl dc plotintr, nls olror turmorl nu au
prozcntat mutnfll ootlvstorrs ale EGFR,

r Inillaalla a fost rovlzult[ ilupl curn urmorzii"lt tt))ta oslmailaa,
faruava esle tndlcdt cs trutamcnt do tnlrallncrc htt poclcnlll cu
NSCLC local avansst sau metasldrdt, cu mutagil altllvaloaru illc
EOFllt Sl boalt stcblld, dttpd trotomantul chlmfiotant',plc do plml
llnla,n

r Acests lnformrfll runt tnlmlso do comun acord cu Agonfh
Europoanl s Modlcsmoniulul.
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Iqfornotll.ruollrnontrl!

sgdl-nl {tn'to 0$c rrn mrdiu olhlo dc ftzr III, rrndornlzlr, dublu orb, courolat
phoobo, h calc Tuocvr r folt rdmlnlrtu ol trtaacnt da tntoilacro turl-irtmiltnti
{ tSl'a5tont fgldo hfitorornadlcmontulul Tuoova rn momoltui p,;ilrflii;ii;l;
po_olonfl-cu NSCLC av!$[t, alc olror turnorl uu iu prctontrt rr mritr,fli octlvatosi a
EOFR (dolcllo lr nlyotr,rl cxonutu! l9 rru mureflr cxtnuhl2l lsjr;r,rlj i iiui-iiri"
Frozontrt progorh bolli dup! rdnlnlrruar r 4 slclurl dc ohtnlorcnrili ro bizl do
drui do pladnl, Prolonfll su fort rnndonrlzatl psntru a prlml Taroovrr ia rinmcnt do
lnto$noro rru placabo oa fnuollnoro, utrrt do oh&alotoiaplc/oc,r mrl 'hun[ tng{tlro do
rullnorc, rospootlv Tarcova admhhErt h momcntul grofroshl bolll,

Rata do suprrvlopbc grnuall (Se) nu c fo* rupcrtout lc paolcnill r,mdomlzrtl ouc
au pfimlt Tuocvl cr tsattmcnt do tnucllncrc, rimat do olilmlot$rI .c ln moioutul
proguhl bolll, compuodv ou pmlcuill randomlzrll ouo rlu p-rlrnlt phcobo or
tncc$ncrc gl rpol Tarcava tr !ilomontul prolrlllol bolil (RR.l,(r2, ll ltS!/a..o,BS-L,22t
p.0,82), In fizr dc lnaoflncro, prolon{l aaro m prlmlt tr&tl,mDnt 0r: fuesys ns 1q
rwtr d6 ucmcncr' ur lndlqc do rupravloplro flr[ proglodr, boHl riEFp) ruporlor,
complratlv ou paolonlll coro ru prlrnlt plaoobo (RR.0.94, II 959i.0,8t),.1,1i, p.0,40),

Po bua roatllatolor obscrvltc tn ctudlul IUNO, utlllzuor '[atoo'r,r nu mal arto

raoomrndat[ pontnr urtrmcatul d0 l$icilnorc la prolonfll l!r[ o mutrrillo scdvrtoorc a

EOFR, Prln urmara, lndlcrtlr do trrtmont do latolhoro clup[ lrrtma llnlc dln
roollunoa 4,1 ladlcrflo tcnpcudcl - Nooplarm bronho-pulnonar all,ul dooit ool ou

cclulo mlcl (I{SCLC) d rcaundulul cusotcd*lollor produsuluii o fontl rovlailE dupl
oun ro ladlot la rozuaarul do nrl ru,

Modlllort dln:

"D0 agnt tn6o, Tmcava c c tndtcat oa nonotaropla Pmlru taamlntul d0

|ntr.llnarc la paalcnltt cu NSCLC loaal qranrat rau nttattrnal' ru boald ilobtld
dWd 4 otoluit ila tratantnt chtnlonraplo tftnilatil do prlnd llitlt au ilrurl dc

platlnll;)

Modlflo*ln:

"D, oEamdnea, Tcrlcoa attc lndloat oa ftaldilrnt da lnhrilnilr la pacltnlil cu

NSCLC tocal avlz/!,at tff.t d.ta$arol au mutollt ac vatoarc ,tlo EGFR lt cu

boald slablld, dupA ilaulrnnn/l chlnlowaptc da Prlnd llnlo'|'

InformrSt dorpro produl pcntru mcdloorncilul Tlroovl au for! ao r tzrt. pcntru r
puno tn rpllouo lccut! aodlflcuc,

Ab.l la ?oDodarct dc rcsclll ailvusa
fiti fnoonant r[ raportotl orlso rcqolll gdvulc tutprctator alorlitto r:,r odnrlnlrtqcl
msAmurintutut Tuccvc iorlodnlb), iuo Agonlla Natlonall r Mcd:irnmontulul-ql.r
it'lpozlUvotor Mcdlcrlo iwww,anm,ro), ln-oonfomltqto cu llgtcrtttl nrllonal do

ronirluo loontanL nrtn lhtcrnodlul "itltol Dontu rlDortBroB lpottiifll 0 i6acllll0r

advcsa ti modlcirionto", dllponlbllt 
-po 

pagtno wob a ll3on$ rrl .Nl$onrlo a

Modloamontulul d a nkpoitttvolor 
"Msiloalo (www.onrn,to), lu rcolluncr

p 3/4
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Mcdlornonto da u umar/Rrportcutr o rarcglo rdvcul, dmh[ ctrccr

Contrul Ntflonrl dc Forolcovhllonttr
SE Avlrtor gu{tlrou ru, 49, Scsior il-
0l 1478 . Buoruofil, Ronrlldaflxr +4 0Zl 316 34 92toli +40751 ll72S9
ctnrlli rdr@rnm.rq

Totodrtq-rorc$llc advclro rulp6otrt5 rslor rupofir fl o!ts :rqpr.,rrnr,,,l0 to.rit! 0
doglntrtorulul autorlzaflct do p.norc po pii6 lr urfo[toaiorl-i'Hc rs oo,uctr

noc[TEnoMANIAS,n L.
PlalrPrcscl Llboro, Nr, 3.5
Clldlroa Clty Ootc-Turaul do Sud
Drputmonnrl Mcdlarl, ctql 5, Ssoror I
013702 . Buorucgd, Ron0nla
Roccpflor +40212064201/0210l
Fuc +40t7 200 92 90c.mdh romanh,&lrgrafoty@rooho,oorn

Coonlonanb d0 cofltact dla rcUdzcnfinlal localc nh D.lll,dtotltul fu aulotlzafia
ltpnao japlold
Ponn iauablr{ ;l lrrformatll rupllmonruo nfirltoso lr utlltzuoo tnedlrturontulul

il6"ts#f5,iffiU;t#f 
$ oonuoufl Doportourontul Medloal, al cornparrlcl

Dn MhrohDurcluc,
Drug SrfotyMonqcr
ROCTIE RO!{AMA S.R.L.
llrpPrnrol Llbctcr Nr, 3.5
Clldha Clty Ortc - Turnul do Sud
DoprrtrmonN Mcdlod, ot{ 6, Soctor I
013702 - Buctuolt, Ronlnla
Rcccpgcr
Fucl' c.mllh

+4021 ?06 47 0v07la1
+4037 200 32 90
romanir,mcdlnfo@rooho.oom

Cu rtlo\
Dr, MoriruUna
DkrqorModlcol
Roohof,,oalnh B,R,L,

&roxil Rcamstul ourotctlotlollor produrulul


