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Obiltoxaximab SFL (obiltoxaximab) O
3UH]JHQWDUH JHQHUD(a D 2ELWR[D[LPDE 6)/ ‘IL PRILYHH DXWRL(@OLL

medicamentului % UE Q)
X

&H HVWH 2ELWR[D[LPDE 6)/ ‘IL SHQWUX FH VH XWL0L] 2l

Obiltoxaximab SFL este un medicament utilizat g asociere cu‘eriotice pentru tratarea antraxului
SXOPRQDU R ERD(a JubYa FDX]DWa GH EDFWHULD Bacillus anthr ULQ ASXOPRQDU™ VH vQOHIHJH F&a
SHUVRDQD FRQWUDFWHD]a& ERDID FkQG LQVSLUa QUIWH VSRUL FDUHIVQ'RUJIDQLVP VH WUDQVIRUP& vQ EDFWHULL DFILYH
‘IL HILEHUHD] & WR[LQH QRFLYH

OHGLFDPHQWX0 VH XW0L]JHD]& “IL SHQWX SUHYHQLUHD DQW O0XL SX0PRQDU 0D SHUVRDQHIH FDUH DX LQWUDW vQ
FRQWDFW FX VSRULL EDFWHULHL “IL vQ FD]X0 vQ FDUH QX 0t tratament disponibil.

2EWNR[D[LPDE 6)/ FRQUQH VXEVWDQOD DFWLY%OW D[LPDE

Antraxul este rar, iar Obiltoxaximab SFL @t desemnat ,,medicament orfan” (un medicament utilizat
vQ ER(L UDUH (D DXJIXWW ,QIRUP, SILPHQWDUH FX SULYLWUH 0D PHGicamentele desemnate orfane
SRW IL JAVIWH DLFL ema.europa.eu/m‘ icthes/human/orphan-designations/eu3182065.

PDE 6)/"

&XP VH XWLLJHD]a 2EL

Obiltoxaximab SFL sH SRDW
XQLWDWH XQGH UHDFOLLH DO

H QXPDL SH ED]& GH SUHVFULSOLH PHGLFD0& “IL WHEXLH DG PLQLVWUDW vQWU-o
HYHUH SRW IL WUDWDWH UDSLG

2EWNR[D[LPDE 6)/ VH QLVIUHD]& VXE IRUPZ GH SHUIX]LH LQWDYHQRDVA SLFXUDUH vQ YHQ3 XQLFA FX
durata de 90 GH WH =R]D UHFRPDQGDWA GHSLQGH GH JUHXWDWHD FRUSRUDA D SDFLHQUXOXL TQDLQWH GH
DGPLQLVWUDUHD 2EL [LPDE 6)/ SDFLHQULRU 0L VH SRW DGPLQLVWUD PHGLFDPHQIH SHQWUX SUHYHQLUHD VDX
UHGXFHUHD UH DOHUJLFH

3HQWX LQIRU LL VXSILPHQWDUH FX SULYLUH 0D XWLOLJDUHD 2ELWR[D[LPDE 6)/ FLWOL SURVSHFWX0 VDX DGUHVDOL-
Ya PHG XPQHDYRDWU&A VDX IDUPDFLVIIXOXL

&@ZOLRQHD]:;I 2ELWR[D[LPDE 6)/"

%FWHOH JUDYH DOH DQWUD[XOXL VXQW FDX]DIH GH R WR[LQ# SURGXVa GH EDFIHULLH DQWUD[ 2ELWR[D[LPDEX0
este un aQILFRUS PRQRFIRQD) XQ ILS GH SURWHLQa FDUH D IRVW FRQFHSXW V& VH 0HJH GH R FRPSRQHQWA D
WR[LQHL DQWUD[ QX PL& ADQILIHQ SURWHFIRU D0 DQIUD [X0XL~ FDUH-L SHUPLIH DFHVIHLD VA SEWUXQGE vQ FHIX0H
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Prin legarea de antigenul protector al antraxului, medicamentul DU WHHEXL Va vPSLHGLFH WR[LQD Va
SaluxQGa vQ FHIXOHH RUJDQLVPX0XL UHGXFkQG DWWIH0 VDX SUHYHQLQG VLPSWRPHMH

&H EHQHILFLL D SUH]HQWDW 2ELOWWR[D[LPDE 6)/ SH SDUFXUVX0 VWXGLLORU"" &

Pe baza studiilor efectuate la animale, Obiltoxaximab SFL este considerat eficace g tratarea lui
SXOPRQDU 1Q  VWXGLL HIHFWXDWH 0D DQLPDIH LQIHFWDWH FDUH SUHTHQWDX VLPSWRPH UDWHOH GH VX OXLUH
au variat gre 30 1L % cu Obiltoxaximab SFL, comparativ cu O % - 6 % cu placebq{(preparat

LQDFILY  1QW-un studiu gecare animalelor infectate li s -a administrat medicamentul s ebo @ainte
GH DSDULOLD VLPSWRPHIRU UDWD GH VXSUDYLHOXLUH D YDULDW vQWUH “IL % cu Obilto m SFL, &
IXQFOLH GH UDSLGLWDWHD FX FDUH DX IRVW WUDWDWH DQLPDIHIH GXSa LQIHFtare, comparati &% la animalele
FaURUD (L V-a administrat placebo. @

&HH PDL IUHFYHQWH UHDFOLL DGYHUVH DVRFLDWH FX 2ELWR[D[LPDE 6)/ FDUMDIHFWD FHO PXOW  SHUVRDQ&
din 10) sunt dureri de cap, prulll PkQFaULPH XUWILFDUH HUXSOL SH %vQVROLWH GH PkQFauLPH
HUXSOLL SH SLHIH WXVH GXUHUH 0D 0RFX0 SHUIX]LHL “IL VHQ]DOH GH DPHO@

&DUH VXQW ULVFXULOH DVRFLDWH FX 2ELWR[D[LPDE 6)/""

*
3HQWUX 0LVWD FRP'SOHW& D UHDFOLLORU DGYHUVH “IL D UHVWULFOLLORU DVRFL%FX 2EWR[D[LPDE 6)/ FLILOL
prospectul.

"H FH D IRW DXWRUL]DW 2ELWR[D[LPDE 6) A8 ("

$QWUDX0 SXOPRQDU HVIH R ERD0a FDUH SXQH YLDOD VQ%RO GXFKkQG 0D GHFHV vQ GLQ FDIXUL =HIL
IRFDUHOH QDWXUDOH VXQW IRDUWH UDUH LQIHFOLLH SRW pSa DFFLGHQWD0 vQ ODERUDWRDUHOH FDUH WIXGLD]a
bacteria DQWUD[X0 SXWkQG IL XWLL]DW vQ DWDFXUL WF@WH "1Q FDX]D QXPauxoXL PLF GH FD]XUL "IL GHRDUHFH
LQIHFWDUHD LQWHQOLRQDWa D SHUVRDQHORU HVWH NSHULFXORDV& QX HVWH SRVLEL)A HIHFWXDUHD GH VWXGLL

imale au demoQWUDW F& PHGLFDPHQWX0 HVWH HILFDFH vQ
WUDWDUHD DQWUD [XO0XL “IL SUHYHQLUHD PRUW ‘IL VH SUHFRQL]HD]a Fa 2ELWR[D[LPDE 6)/ YD DFOLRQD vQ
DFHOD'IL PRG 0D RDPHQL 1Q FHHD FH S' H VLIXUDQOD UHDFOLWH DGYHUVH DIH 2ELWR[D[LPDE 6)/ (D
SHUVRDQHH VaQaWRDVH VXQW GH %L@IRDUH VDX PRGHUDWH 3ULQ XUPDUH DJHQOLD D KRWaukW Fa EHQHILFLLOH
2EIWR[D[LPDE 6)/ VXQW PDL NFkW ULVFXULOH DVRFLDWH “IL DFHVW PHGLFDPHQW SRDWH 1L DXWRUL]DW SHQWUX
utilizare g UE. F&

privind medicamentul la oameni. Studiile

SFHVIl PHGLFDPHQW D IRVY, 1DW vQ AFRQGLOLL H[FHSOLRQDIH™ $FHDWID VQVHDPQ& Fa GLQ FDX]D UDULWAOLL
ERILL “IL GLQ PRWLYH “IWLLQX QX V-DX SXWXW REOLQH LQIRUPDOLL FRPSIHWH GHVSUH 2ELNR[D[LPDE 6)/ 1Q
ILHFDUH DQ DJHQOLD YD IL]D LQIRUPDOLLH QRX DS&UXWH LDU DFHDVWa SUHJHQWDUH JHQHUDOA YD IL
actuali]DWVa GXSa

aV
&H LQIRUP H D'IWHDSWa vQ FRQWLQXDUH GHVSUH 2ELWR[D[LPDE 6)/""

$YKQG v HUH Fa 2ELWR[D[LPDE 6)/ D IRVW DXWRUL]DW vQ FRQGLOLL H[FHSOLRQDIH FRPSDQLD FDUH
FRPHUF D]a 2ELWR[D[LPDE 6)/ YD IXUQL]D GDWH VXSILPHQWDUH SULYLQG PHWRGHIH GH PavXUDUH D
PRG @ Q FDUH PHGLFDPHQWX0 HVWH DEVRUEW PRGLILFDW “IL HILPLQDW GLQ RUJDQLVP vQ VWXGLLH GH (DERUDWRU
XV WUHEXLH IXUQL]DWH GDWH SULYLQG HILFDFLWDWHD ‘1L VL.IXUDQOD PHGLFDPHQWX0XL vQ WP SX0 XQXL HYHQWXDO
car de antrax.
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&H PaVvXUuL VH LDX SHQWUX XWLOLJDUHD VLIXUa ‘IL HILFDFH D 2ELWR[D[LPDE 6)/"

1Q SH]XPDIIX) FDUDFWHULVILFLORU SURGXVXOXL “IL vQ SURVSHFW DX IRVW LQFIXVH UHFRPDQGALUL ‘Il PavXulL GH
SUHFDXO0LH SHQWUX XWLLJDUHD VLIXU& ‘Il HILFDFH D 2ELWR[D[LPDE 6)/ FDUH WUHEXLH UHVSHFWDWH GH SHUVRpalul
PHGLFDO “IL GH SDFLHQOL

Ca pentru toate medicamentele, datele cu privire la utilizarea Obiltoxaximab SFL sunt monigm?@'
FRQWLQXX SHDFOLWH DGYHUVH UDSRUWDWH SHQWUX 2ELWR[D[LPDE 6)/ VXQW HYDOXDWH FX DWHQOLH - L% 0XDWH
PaVvXULH QHFHVDUH SHQWUX SURWHFOLD SDFLHQOLORU

$0WH LQIRUPDOLL GHVSUH 2ELWR[D[LPDE 6)/ ’@

,QIRUPDOLL VXSILPHQWDUH FX SULYLUH (D 2ELWR[D[LPDE 6)/ VXQW GLVSRQLELH SH VLW HQOLHL
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL.
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