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In atentle,
Doamnal/Domnulul pregedlnte _ D

In contormltste cu sdfosa ANM
C N,A,S, cu nr, RGJ616/30,03,16 vd ad 18 cunogtlnld m68uril6 fntreprlnse de
Agenlla NallonalA a Medlcamsntutut sl Dlepozltlv€lor Medlcale (ANMDM) ql
companille Novarile Europharrn Ltd.,
EEIG ei Artad pherms Ltd, penlru infonn
da tirazln"kinazf BCR_ABL (tmailntb.

ponatlnlb)- Neces/fatee de a sfectua o
daplstaroa infecliel ou vlrusul hlpatttel B,
cauza rlscului da raac vare a hepa tei B ."

AnexAm 1n fotoccple dqoumontul

Cu et|mfr,
DITIECTOR G

'i :, t., !.

Ltd., Brlstol"Myere Squlbb pharme

corpulut medlcal referitor la inhlbitorit

lnceparaa tratamentului, dln cauza

ptualabild a paclenillor pentru

de lnaeparoa tratamentutui, din

ptlvlnd nec6'sltated de a efoo/ue o fesfaro
lnfec(,lel cu vlrusul hepailtel E, Inalnte
risculul de reacilvare a hepatltal B,

satlnlb, nlloilnlb, bosuttntb, ponallnib)

a paalgnlllor penlru dapistarca

VA rugdm e6 luali mdsurl de lnf, a furnlzorllor de eervlcll medlcale prin
aflgarea pe paglna elsclronlcA a cesel de
documentulul,,Comunlcare dlrocta catrc

eslgurArl ds B6nAtHt6, in loc vlzlbll, a
dln damanlul sanatatlt -

inhlbitoril de ilroztn.kinazd BeR-ABL , dasatlnlb, nilottnib, bosutinib,

:-1XtrlH': ,!!",..,-.. ,73!-! * .
nr, 832E/2S,03,2016, tnreglst;tA lil



c-+vrc+a r. vcat J)at t a

Martie Z0 l(

com rr n icn ro dircctl c*trc profir{lonigtii di n d omen i ur srlnrl trlf ii

I nhibltori clc tirozin-hinrrz{ BCR_ApL (imntinib, dnsatinib, nilotinib,
bosutinib, ponntinib) - Nccosifntan pc n'ofcctun o testrrre prenrabilrl rrpuclcnfllor pontrn crepishren Infecilol cu virusul hopntltci n, innint"

dc lnceporon trntnmrntulul, dlnlcnuzn riscului do rctctivrrrc a
hopntlfcl B

Sti nrate pro lbsion ist d i n clomcn i u I snn{tAti i,

:' w.,, c..lvr..+a r. vcalJ)atta

Martie 20 l6

com rr n icn ro dircctit ctltrc profir{lonigtii di n d omen i ur srlnrl trlf ii

Y 1l+

De comun. acord. cu Agrn{in liurop{ontt a Meclicqffentului (liMA) qi
Agonlia Nnfionnln rr Meclicsrne$tul!,i qi a Dispozitivcror Msdicsre,
Delillitorii Autorizoliilor de punere pje piagn doresp s[ vlt irrfbrmcze ou
pnvire ln urnrtttonrele:

llezumat:

Ln plcion{ii cnrc sunt purtrltori cronici $i virusului hopntitci B(vHll) $r $pilrut cazurr de reactivrre n vl.lll cluprr cc li s.nu
ndruinistrrt inhibitori do tlrozin-llinnzll (lrK) llcli-Anl. unote
cazurl dc rcncfivrrc rr Vtl B ru nv't cs rczultrrt incuricicntrrl hcpnticrr
$eutrl srtu lropntitfi lirlminrrntfi, 

"n"{ nu dotcrrninrrt lic trunspinntul
hapttic, llc dcccsul"

Recomrndilri:

i hrclonfii trobuio toetnfi pentrq infocfin cu VHB innintc dc
inilicron tnrtumcntului cu ITK I|CR-ABL.

r Estc nocosnri consurtnron spccinrigtitor in rroil hcpntrcc gi in
trntrmcntul infoctioi cu v r-il' inqrintcn rncoporli trntrimonturui r'purlon{ii cu ser,or'grc p'ozitrvrl pdntru vr'il1-(rncruniv cei cu rronhl
rrctlvll).9i In pncienfli crrre prezintll rozultnic pozitivc In testolc
pcntru infccfiu rlu VHB ln timpul trrrtrrmontului.

r lcstc rccomnndntrl momitorizuron ltontrl rr purtrrtorilor do Vl.l llcnrc noccsitrl tnrtnmclrt cu ITf BcR-AltL pcntru dcpishron
scmnolor gi sinnptomcllor, inl'ccfici nctivo cu Vt.lll po iotr:o*,gn
clunrtrl u trntnmcntulufi 9i timp {tc c{ltcvn luni duprl tcrminnritr

. 
ucostrrin.



Inlbrnrrr(ll nupllmonturo t.clbrrltotrc I
t'ollp0ctlvo

Itccont, o unuliz( cunlulntivd n drtclor
punerol pr.r pinltl u cvidonlint lhptul ott
r'!00tivlrc{l Vl-ll] dupil oc li s..riu n(lmi
c"uzuri au.dus lu. insuflr:icn1d hcpnttcn 00u l
Iio tlrrnrpllntu l hcpntic, licclcccsul,

Acosto urportlhi indicli lirptul oil
lilrrpul trttonrcntulrri cu l.l'K, Unii
clooumcntfltu dc hcp*tltll Il. lar. irr ultc
0. lirst sunescnl. l,u roactivnron VIIB,
vilnlo tuu scrologic poilitivfl,

l{sustjvlroll VIII} csto
pfozont, ntoo$niNnlul Si
AlJl, nu srrnt cullo${.}uto,

ctrnlidcrltll un c
li'ccvunIn r,cosl,ivltfii

( J l.t

lonrrr do slgunrnfll 9l roeomrrntfth,llo

tucliilc, clinicc yi rlin cxpcricnln tlo clupfi
icrnnici ui Vl-ll] pontc nvca lirc

l'fK llcR-Alll., tJnolc clintr.o noostc
hcpntitll ftrlnrinnnttt onro au dofcnninrrt

din
la

Vl ID pontc opltlorl ?n
rucogtl pacicnli uu

profilul scrologic
di$gnosticnttt o

Mcdicanrcntului
lot'produsului

pclllru n rellcqto

oricp rnonront lrr
rvut 0ntogodor.ttc

In nl()l)l{:r)tuI inilial nu
clcr,rt0ro u inclfu.ctltur.ii

..do clustt nl I'l'K lJCtt.Alll., rluqi. in
Vl-lll ln timpul cxpuncrii lrr t1'K IlClt.

Con l'orut rcconrnndllri lor Agon[irli I.iurtrpcnc
nlltonIte con]pctontc, l{czunrrrtul cnmclct.i
tuturur I'fK llclt.Alll, vor li nctunlizntc,
sigul'ontd.

Alljl l rllrortttrca c renclll oluerrc

(llMA) 9i outoriritlilor
(ltCl') pi prospcctul
noilo inlbr,nrtr[ii dc

lj:::lfll*l]:l".ll'*::::li:'lllng[iiti sc rrrtrinrcsrc $r r.,ontinucrrn rilpo,.rczo runctiil0ltclvcfsc sr.rs1:cctntc. usociIto 
"u 

ora,rta ln conl'olnrilntc uu sirtomul nn;ionni dcf0p()r'turc spontunlt, cfltr.o Agcnli{r Nt4i n Mcclicurcntului qi u DispozitivclorMcrlictrlc (www.unnr,r.o), in ionlblnritutc cu I nuliontl rlo t'npot.tlrc spolltuno,pt'in. intonnr:diul ..lriqci ponhrr $ponlrulll u lclcliilrrr udvcruu Iuntcilicttrttctttc", disponiliiln nc n'uinu *"r., ,,'n,,,,,,,ii,.i'ni,,;,,,," '"""t""'r urrvsrriu rrr

t.tir.,rzir iu,,t^u r\,r,..*,...r.. ,.. .. . .j]:llli"u,y*tr u Agcnlioi Nu[ionnlc u Mr:clicnnrcntului pi iil)ispozitivctor Mcctic.tc ru rcoiiriicu Rdi,;ff;;;i;;;iil'ilffiil;ili.iii'lii,',J;
C-'on trul Nnfkrnrrl do lturrnncovlggllon(ll
Agc'fin Nu[ionoln o Mccriornrcntiriui 9i n r]ispozitivoror Modicnrc
Str, n viltol Snndlcsctr nt.,4g, scclor. I
0l 'I478 - l-]ucurcgti. RoruArrin
Itix: r-4 021 3t6 34 97
tcl-l-4 021 317 I | 02
o-mril : nclr(i)unnr.le

'lfitodotll. r'c.l,tiilo 0dv0r*0 
''usr'ctrtc 

sc I't *qJor,k gi c[rru rrprc,/,0nt*nln rocrl[ *dc{inllto'ului *uto'iz'1ici rrc puncro pc pin1d, td ctntctc dJ'co,iinct oin nnoxn.

ln.rritu'1i* iu c.rc r0po'trl{i o ro{rcric ncrvo.sil, vA r.ugrlnr sI rirnriarli c(lt n*ri 
'rurtcinlbuu'1ii. inclusiv irirbnrr'lii p'ivird urrtcocdcntcro niodicnlo, rczurtutc urc unorizor.r,o'icc rnodicnrio r'rt'nr:omit,,rnf[, it*r'utut qi Jorr-d;d;;;i;;;;" n r'u[ourr:nrului.
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Caordonulclc tlc conln c
de pnnere pc plullt

l)uclt rrvoli lnttrbi{fi suplintonrrr0 rrou
rlcdiqrrntcntcls 0l ivr,:c, Sryccl,'ltrsi gnn,
Ilriskrl Mycrs-Squib, plizor fli Arind I,h
loculu, nlc cilror chtc do sontriot lc g[si1i trr

qu xtim[,

Dt', Aloxnnclnr loncl,
l)ircotrrr Modicul & llltA
Novurtis Phurnur ltonrunit Scrvicos Sl{1..

Scrgiu Moloiu
I)ilcokrr Moclicnl
Pl'izct' Itonxrniu Slll,

tiinronn 0llr.u
l)ircoklr Mcdisnl
Brislol.Mycrs Squibh MnrkotinU Sorviocs lilJl,

Ingr'id l)nntulu
l)ircctor Mqdiorl
Angcl lni lrhtr,rnnqcuticultr ltonrnnin

-- vc.9I J)af a;, Y .t/+

locule c Dalhilltorllor Antorla lllor

:lt4i _inlirnrrulii suplinrcnturc privincl
li l',ji lolusig nlo r:omptn ii lor, Novtrr,tin.
v[ rugllnl sll c0nt0otnti I'oprc?.cntflnlclc


