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Augrst 2017

coMrrNIcARE DTRECf,A CATRE PROTEETONI9Ttr DIN TTOMENIUL
strNArITu

Modlllcrror rcoomrndlrllor pdvlnd dllulrer roluflcl rcconrtltultr dc
Drcogon (declhblnl) 50 mg pulboro pcntru co[c.ntrat pcnirr roluflr

ptrturebtll

Stlmrtr proforlonlrt dln domcnlul rlrltllllr
Do comun rcord cu Agcnjia Europoanl a Mcdlormcntulul gl cu Agonlla Nallonall
r Mcdicrmlntulul pi o Dlapozltlvclor Medlcclc, companla luruon-Cllaj
Intcmetional N.V, dorogta sl vl lnformozo cu privlrc ta urultorrolc:

Rcalrritat
r Soluflr nconrtltultl dr Drcogcn (docltrblnl) trrbulo rcum dllueil plnl

la o conccntmflc llnlltr cuprlnrl ln lntorvelul 0,13 pln! le 1,0 mg/ml,
pcnlru . tl ln conformltrtt cu FrrmrcopcG. Europsrnl.

r Aoclrtl modlllcrrc tqurtoarl ugor lntcnrlul pcrmb al concontrrfhl
flnrla

. AcGit lntGrrd rctuellr.t rl conccntrrllcl rolullol dlluet: e Ilrcogon lntrf
tn vlgorro lmodtst fl ro vr rcflGctr tn prorpoctul lUrnlzrt tmprcunl cu
tlrconul de Drcogen, do lndrtl cc vo ll poilbll dupl ltuplomontrr:a
dcclzlol Comhlcl Europrno.

I4formolll s upl laoal arc

Acoorttr modificaro a intorvalului ooncontsaficl finalc pcrmlrl do Dacogcn tazulE
dintr.o actudlzrrc a capitolului 5.1.10 dln Farmrcopeoa Europcrrrl (FE).
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Fex: +4 0Zl3 163 492
E-malh edr@anm.ru
wllt lylFlrm.rd

coordonatGrc dc coaraer alc rcprclanunlor loeorc a Dclrndtoturur dc autoilzart.dcpua*epcphld

rcfcrltoqrc la utillzrrca modlcanontulul
tiilor rdvcnc, vl rugtrm al contaotetl

Johnron & Johnron Romanla SRL
Sh, Tlpogrefl lor nr, I l-15

ral

Tol: +4 02t 207 |AOO
Pexr *4 021 207 l8O4
Eoall : RA-INJRO-JC@tteJqj.com
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Prorpoct ' Informrta dcrtrnrtc profcrronrgtrtOr drn domonrur rrnrtrf,I. RECONSTITT'IRE

Trcbuic cvrtat contactur piclil cu eorulre gi trcburc forocits n.rnurt dc prot.ctic.Trrbuic, rplrcato proced,r,c ilil 'p*t"' .*ipularca mcdicarncnteior

;:1T.ffifll:ivdebilit"tc al procaullllcpontnrprrtarc duprrcconttrtuir', vcd

2. ADMIMSTRARE

soluSia rcconrtlt.rtr gc ndmrnlrtqrrtr prn pcrfuzic rntravcnoar!" tn dccura dc l
3. ELIMINARE

H"l"1f" 
ostc pontsrr o rlngurr utllizirc 9l orlcc cotullc noutilizeu bcbulo

ffii:rfiffint 
ncTiuzat lru rnEtcrrar nzrdurr tscburc cliralnct rn conformltsrc
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