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G{tre,

ln rtenlta,
Doamnei/Domnulul pregedlnte - D

^ ln conformitate ou adreFa ANMDM nr, 7Z4EIOZ,O3.Z01B, Tnragls
c N'A'S' - cu nr. p 1B0g/03.03.2016 va aducem ra cunogtnia masurire Intrs.
Agentla NatlonelA a Modtcamentulul 9l a Dlspozltivelor Medlqale
c.mpanra Fresenrue Kabr Romanra pentru Informar.a corpurur medrcal
dlstribulrea In unlia'le spltallcos', pentru programul de oncologle, a medlca
Grenlretron Kebl 1mg/ml solutle Injectablla, nelnscrlpironet In limba
lmpoelbllltatlr temporare de a lrvra medloamentul svand denumirea
In llmba romana,

vd rugarn sd rualr mdsurJ de Informare a furnrzor'or de eervlo, medrca
aflgarea pe peglna erectronlcd a cagel de aslgurdri de edndtate, ?n loo
oocumentulul ,,comunlcare dlrocta catra profeslontsilt dln dome,tul
referkoare la rnformailr prrvrnd drstrrburrea tn unrtailre sprtailoasil, pantru
oncolagle, a medleamentutut Granleetron Kabl l mg/m! soluile
noinscrlptIonat tn Ilmba romana,"

Anex6m ln fotocoplo documentul respecilv,

Cu etlmd,

romana,

sl lneorlptlo
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(:ADIND't,pRri$lit)tN't.ri iLtti

l.l::j' :.I]i:Ill:, rrr.. ?4t. Irroc.sIe. s""r,,, 1, liilfutyi
li-tt:nil: urrhirrct._|rrlc,lirrrc,1i'err.,1rrr,r.,,. r'ul. ir.ri:iio,).ij,,, f:,,r-r'l
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-comunicars dircctil ctrtrerrofeoionrgtii din doncniur s[ntrtilfii rcferitola informnJii privtld-u-,:1ffi 
ir.." !". "f 

iif, fu- i;ifrcoqu, p.ntiu liffido oucotogte, r medtcrmenrutut Grrntsotri; I&f,"i ;;7;i r:ili,;
lnJoctablll nclnscripflonat tn llmba romAnI-

Stlmato profoolonlst dls doooniul BlaErqti,

Dc comua acord cu_Ag€nlia Nafion4[ r Modicqmcntului ;l a D]rpozitivolor Ir

::igl1Fl*:ry {au $mg! doro;tc rr vr.inroraozi .u prri,iri io *oro
irlporttT.F ln rcgttu'u cu drsrrrburros oirui..rlntuT orGiomn lhbt l rng/rnlinjocublll,

Dclinltorul autoriralioi do punero po piat[ se 1fl6 tn
$c(uct$c!rut av6nd donurtirca gi Inscripfionrca ln
autorizrflo de punaro po ptald dtn FiornAnta.' "

imporibllitatoa tcmpornrf de e
llnba mrnAnl, tn- conformlta

Dln.accsr arrlv gi lvlnd acordul.Agorrltol Nrfloralo a Mcdicqmcn$lui gl a D
Yldj:$:l**tn:orut.autorizaliot ao punlro rs pi.rl vJiwiontitdti rimitiio dineinrcrtpgionat h llmba romeirr, n irnrtept;dilH.ild-;i; Ro;ffiilffi;
oncologlo, gl anumo:

: :3ll!!I"" KSlt- 
-uy's.mt 

con$utrrred Inlocrton, cu InearrPltonuG rn tinbaI tsrrnrrGron Klbl I D!/El roluglo tdoct{vol, cu inlcrtp$onaro tn llrnba porn

Granboron Krbl soluile lfilcctnbil[ cste lndioat Ia. adulgi ponHrr provorrJraa gl *auncntul:. stErli dc grcall d virsrnirllor acuto aroolato chlmloriripiii ifraaiotcraefi 
-

- rtlrii do goap gl vlrrlnrrllor postoporatoril.

ornniscEon Kabi rolufio i4ioctabill ort6 r.ldrcat p.trrru prevenrrco erudi dovdrsltrrrilor tnrtrzirtc ubchrjchtmior*+frf gf *ail lr"pi.i, "

$gurcuo1 Kabi rolugo injcorablh rera Indicar ta copii 9i rdolesceng cu vgrsu do Z
T:l:,_l-T5.p*vrnlroa qi ratarncnul stftti do gcdn 9i uerra|uriior-iruti-i
cblmiotcrapici.

ll.to|1ltTll,"- asupra faptulul.ci, dogl oxlst!, o sorio do difcrcnlc ln lcg[nrrt ouoomorclrll 9i inrcr'lpflon*oa color'doritr proauro, iccstc cldi,iiitJ,iti, ?i""]
:11.::4yo{:.formularea, fabrtcafle si ipcoinciiilc, oulroaurul outori""i fn
l*",.-ry*",:11.!*.tt_o,.i_si..+Sit'ptt'."iiL*ri'itio"i,,rormiriirifro
:H..trl^r*ll"tnrcd$utuisutorizct,tntimh;;min!,-;;;ilfi ;ffi il;;lii],Ht
vcdoq Alloxa,),

Februario
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Grnnfucron Kabi I mg/nl

Adcttc Inforulfll vor fl rduro lr cuuogtlattr tuturor Flofcrl0trlrtllor dinrrntrrrfit (formrcrlti, ncdict, rrtrrcntottrrdtil;) i-r"jiiirdn" a-mnorvoutrr.

Apcl la rapo orce dc rctc[I adverst

l1,:,iT:Ip, l}:yortsli oricc rc!4li rdvarse su,lrp6crrtc, aro€tatc cu adminisuffoa
f,:*::1::l 11!-1c*fl Notionalr ;. Mca-l',fi.'rnild-ei o Dispozitivclor(lvrnrr.anm.ro), in conformitnc 

_cri 
rt*omul nolronnao'ffirtlir-rffffi;;;

"Figoi pontu raportarca lpouraaE a r.acriitoriivoril t-.:-lTi""-"".'. rrrnnrrilrr
'lrtor ponur rapo srca spouteaE,r rcaoliilot ldvcrsc la modicauonio',,

we-u_ a Agontlol l.'Iaflondo a McdioErmont'rui Ei u Dr,lpJzitivcror l
. lq Eadiclrdonro',, dlsponiblll po
o Dlrpozitivclor Medicqlc le lcRlronearl o rorcde idvorsl. tdnlrt o[ucl

Crutrul Nrflonrl dc Frrrnrcovtgllcnfil
SI, Avlaror ganfiotcu ru, 49, Scinr l,
0l 1478 Bucr$cgtl. Ronllniq
fs*i +4 021 316 14 97
reL + 4 6757 117 25t
e-rdail: ndl0annr.rQ

Totodnt[ rclcgiilo rdvorsa rusbocrrrc 60 pot *portr gi cluc dc]ialtonrr autoriznlici depc piq!4 la urmltoaretc dsta do sonrscrl

tr'rganlur Kobl Rou0uh
Shadr F0nanrlut nr. 24,
500464frupv, Romlnla
Telcfonl 026840&260, 021,32?.?0.d0
Fs,x ; 0268406.253, 021-329.16-23
o-malh fafi 4poovidl olta(0liqion lur.krbi

Cu rolpoct,

Dr, Nnrcira Oeorgorou
Rcgdarory A.ffhlra Mrnancr.
Ofi 1or pcnru fhmeoo"irl'icntd
Frsssnlug Krbl Roftrnl;

Ancxtr:-,Rsaunanrl c$ectorlstlcllor prodruulrrl
lnJactrbllil

al t

P 3/3


