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Februuie

Comuuicnrt directil dtre profccionigtii diu domeniul r[uiltilfii rcfcrito
la lnformrfli prtvind digtribuirca tn unltrfilc rpitellcegtl, pcnfru progrr

ilo oncologle, r modlcrmoutulul Grrnhetrou Kqbl I mg/ml soluflc
lnJcctnblll nclnccripfionnt lu llmbr romfrnl

$tlnan profrdonlrt dln doncniul ilntgii,

Do comuu acord cu Agenlia Nafionall a Mcdicrmantrrlui fl r Dhpozltlvelor tv
conpanie Bcsc[ir$ fubi Roqllnlr dongc rl v[ inforuczc cu priviro la unolo
importrntc ln lognrm cu dlsrlbulna nedicuncntul Clrulreton Kabi I mg/ml
injccrrbll[.

Dcflultorul autorit4ici dc pnauc pc piqE sc ufll ln lmpodblliratcr trmporut dc s
mcdlcrmantul rvind dcurrnirEa d tnscripflonuca tn llnba romlnt, ln sonforrnlta
rutorizalle dc punorc pc Di4t dln RomAnIr,

Dln accnt nodv gl avlad raordul Agonfiai Nrlhurlo a Medicrmcntului Ei u
Mcdisslc, d4inltorul autorir$cl do puncrc ps pirlt vr liw ouuittti lirnitato ds
neinrcriglonrt h llmbn mmdnt, ln unit$ilc spitaltcog din Romtnlr, panffi F
oncologlo, fl mume:
r Grenhtttol Knbl I udl El concGutrsted Infoctlonn ou inrcripHonue ln limbl
r Grlnlgttron Krbl I ulnl roluglo ldoet{vol, ou inrcripliorruc tn lftnbaportr

Grrnbonon Krbl solqlc iqiectrbill este indloqt ln adul$ pcntu lrovcnlrca gl hltanrcnrul:
- stEii dc grcalE pi vilnltrlilor ffiut! uoclrn chlmiorcraploi gi ndiotcrapici;
- stEii do goafl gi vlnlrurilor postopcratorii,

Chssiectron lfubi mlutio iqiocUbi[ o*o lndlcat Flntru prcvenirca nlrii
vlntturilor tn6rzlato aloclutc chlmloturpicl gl rndiotcraplci,

Gmhircron K*bi ml4ic injcctablte ana lndlcs,t ln copii fl adolcrccnti cu vinu do 2
F$tt pqEtru provcniroa 4i Urtrrncntul Etftti do grontl pi vUrutturllor rcuto
chimiotcrryici.

Atragom etcntio rruprs frpsdui cL dall octss o ssrfu dq difcrcnlc ln lcgltur[ ou
comercidl Ei lnrcrlpflonuor cslor doul produss, aEEdrG mcdicsmqntc ilEt
ccls cQ pdvqru formuJuer, hbricalir ryi rpeciflcogilc, ou produsul uutorizst ln
prin ururrc' trsbuis FIEhrte qi ndninimnto tr oonformitdc gu furform4iilc dln Roru
cusotcristioilor godruului cutoriust, tn lirnba romtntr, carc vr tnsoil rcmstf, comunlcare
vcdca Ano*s.),
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{cqtt lqf_orurftf vor ll rdurs lr cunofilntr hrrrror profotontgritor din
rrultrfll (fnmnciltl, acdint, rufuhnro uodlcrlo) dln tu*ltiflr duiltrsrvourrr.

Aptl la ruporlana dc ruoeftcdyrnr

Ertc.irnporunt $ reportt$ oriec ruac1li advcng surpcctatr, asociata cu adnini$uaa
modlcancnto, clto Agenflr N4ionnl[ e Mcdioef,tentulul gi e Dispodtivelor ]v
(tvwwmnr.ro), In conforruIrrtr Eu rlnrrnul nqlonnl dc raportuc fponE$[, prin inta
"F'lgol pcntu rrFofitrca rpontul r rcrcliilor advcrsc tE urcdicrmoni+', dlspinibitl pr
ycb a ngtnflcl Nrflonalo r Mcdioansntului il o Diryoddvelor ivtcdicslc lE
Rrogrtcrzl o ruactle rdvrrllF tlsrlct c{t+

Cmtnrl Nrtlond dc Frrnrcovlgllufl
Str, Avlator Strnffqrsu nr, 48. Scstor l.
0l l4?8 Bucrrcgtl, Ronlnit
fa:sr +4 021 316 34 97
tel: + { 0757 lt7 259
c-mnil; Edff?qiltr,ro

Totodet{ rcrc|iilc rdvsrcc ausptctrtc sc pot lnpona gi c[re dcghltorul rutorirrlici dc
pc piatf Ie urmttoartlc detc de cbntnot:

tr'rcrmlq KlblRoulah
Stsdr Flnarului tu, 2A,
500464 tsra;ov, Rom&la
Tclcforu m6840&?60, 02 1.3?7.70.60
Fut ; 0268-406.263, 0?l-323-16'23
s-roalh furnrcWlsil cntrt4fuianjtr+krbi,con

Cu rcspccs

Dt, Naroirn Oeorgcrcu
Rcgulrtory A.ffbln Managu,
Ofi 1or pcnrn frmacovigileafl
Fresenlus Kabl Romgntn

A$€!d: Remmttd canctcdsdcllor ptodwrrlul Erlnirctron Krbi I mg/ml
lnJrctlbllI
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