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Obiltoxaximab SFL (obiltoxaximab) 
3UH]HQWDUH�JHQHUDOă�D�2ELOWR[D[LPDE�6)/�ΊL�PRWLYHOH�DXWRUL]ăULL�
medicamentului ï¿½n UE  

&H�HVWH�2ELOWR[D[LPDE�6)/�ΊL�SHQWUX�FH�VH�XWLOL]HD]ă" 

Obiltoxaximab SFL este un medicament utilizat ï¿½n asociere cu antibiotice pentru tratarea antraxului 
SXOPRQDU��R�ERDOă�JUDYă�FDX]DWă�GH�EDFWHULD�Bacillus anthracis��3ULQ�ÄSXOPRQDU´�VH�vQΌHOHJH�Fă�
SHUVRDQD�FRQWUDFWHD]ă�ERDOD�FkQG�LQVSLUă�QLΊWH�VSRUL�FDUH�vQ�RUJDQLVP�VH�WUDQVIRUPă�vQ�EDFWHULL�DFWLYH�
ΊL�HOLEHUHD]ă�WR[LQH�QRFLYH� 

0HGLFDPHQWXO�VH�XWLOL]HD]ă�ΊL�SHQWUX�SUHYHQLUHD�DQWUD[XOXL�SXOPRQDU�OD�SHUVRDQHOH�FDUH�DX�LQWUDW�vQ�
FRQWDFW�FX�VSRULL�EDFWHULHL�ΊL�vQ�FD]XO�vQ�FDUH�QX�H[LVWă�DOt tratament disponibil. 

2ELOWR[D[LPDE�6)/�FRQΌLQH�VXEVWDQΌD�DFWLYă�RELOWR[D[LPDE� 

Antraxul este rar, iar Obiltoxaximab SFL a fost desemnat „medicament orfan” (un medicament utilizat 
vQ�EROL�UDUH��OD����DXJXVW�������,QIRUPDΌLL�VXSOLPHQWDUH�FX�SULYLUH�OD�PHGicamentele desemnate orfane 
SRW�IL�JăVLWH�DLFL��ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

&XP�VH�XWLOL]HD]ă�2ELOWR[D[LPDE�6)/" 

Obiltoxaximab SFL sH�SRDWH�REΌLQH�QXPDL�SH�ED]ă�GH�SUHVFULSΌLH�PHGLFDOă�ΊL�WUHEXLH�DGPLQLVWUDW�vQWU-o 
XQLWDWH�XQGH�UHDFΌLLOH�DOHUJLFH�VHYHUH�SRW�IL�WUDWDWH�UDSLG� 

2ELOWR[D[LPDE�6)/�VH�DGPLQLVWUHD]ă�VXE�IRUPă�GH�SHUIX]LH�LQWUDYHQRDVă��SLFXUDUH�vQ�YHQă��XQLFă��FX�
durata de 90 GH�PLQXWH��'R]D�UHFRPDQGDWă�GHSLQGH�GH�JUHXWDWHD�FRUSRUDOă�D�SDFLHQWXOXL��ÌQDLQWH�GH�
DGPLQLVWUDUHD�2ELOWR[D[LPDE�6)/��SDFLHQΌLORU�OL�VH�SRW�DGPLQLVWUD�PHGLFDPHQWH�SHQWUX�SUHYHQLUHD�VDX�
UHGXFHUHD�UHDFΌLLORU�DOHUJLFH� 

3HQWUX�LQIRUPDΌLL�VXSOLPHQWDUH�FX�SULYLUH�OD�XWLOL]DUHD�2ELOWR[D[LPDE�6)/��FLWLΌL�SURVSHFWXO�VDX�DGUHVDΌL-
Yă�PHGLFXOXL�GXPQHDYRDVWUă�VDX�IDUPDFLVWXOXL� 

&XP�DFΌLRQHD]ă�2ELOWR[D[LPDE�6)/" 

(IHFWHOH�JUDYH�DOH�DQWUD[XOXL�VXQW�FDX]DWH�GH�R�WR[LQă�SURGXVă�GH�EDFWHULLOH�DQWUD[��2ELOWR[D[LPDEXO�
este un aQWLFRUS�PRQRFORQDO��XQ�WLS�GH�SURWHLQă��FDUH�D�IRVW�FRQFHSXW�Vă�VH�OHJH�GH�R�FRPSRQHQWă�D�
WR[LQHL�DQWUD[�QXPLWă�ÄDQWLJHQ�SURWHFWRU�DO�DQWUD[XOXL´�FDUH-L�SHUPLWH�DFHVWHLD�Vă�SăWUXQGă�vQ�FHOXOH��
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Prin legarea de antigenul protector al antraxului, medicamentul DU�WUHEXL�Vă�vPSLHGLFH�WR[LQD�Vă�
SăWUXQGă�vQ�FHOXOHOH�RUJDQLVPXOXL��UHGXFkQG�DVWIHO�VDX�SUHYHQLQG�VLPSWRPHOH� 

&H�EHQHILFLL�D�SUH]HQWDW�2ELOWR[D[LPDE�6)/�SH�SDUFXUVXO�VWXGLLORU" 

Pe baza studiilor efectuate la animale, Obiltoxaximab SFL este considerat eficace ï¿½n tratarea antraxului 
SXOPRQDU��ÌQ���VWXGLL�HIHFWXDWH�OD�DQLPDOH�LQIHFWDWH�FDUH�SUH]HQWDX�VLPSWRPH��UDWHOH�GH�VXSUDYLHΌXLUH�
au variat ï¿½ntre 30  ��ΊL��� % cu Obiltoxaximab SFL, comparativ cu 0 % - 6 % cu placebo (preparat 
LQDFWLY���ÌQWU-un studiu ï¿½n care animalelor infectate li s -a administrat medicamentul sau placebo ï¿½nainte 
GH�DSDULΌLD�VLPSWRPHORU��UDWD�GH�VXSUDYLHΌXLUH�D�YDULDW�vQWUH����ΊL���� % cu Obiltoxaximab SFL, ï¿½n 
IXQFΌLH�GH�UDSLGLWDWHD�FX�FDUH�DX�IRVW�WUDWDWH�DQLPDOHOH�GXSă�LQIHFtare, comparativ cu 0 % la animalele 
FăURUD�OL�V-a administrat placebo. 

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

&HOH�PDL�IUHFYHQWH�UHDFΌLL�DGYHUVH�DVRFLDWH�FX�2ELOWR[D[LPDE�6)/��FDUH�SRW�DIHFWD�FHO�PXOW���SHUVRDQă�
din 10) sunt dureri de cap, pruULW��PkQFăULPH���XUWLFDULH��HUXSΌLL�SH�SLHOH�vQVRΌLWH�GH�PkQFăULPH���
HUXSΌLL�SH�SLHOH��WXVH��GXUHUH�OD�ORFXO�SHUIX]LHL�ΊL�VHQ]DΌLH�GH�DPHΌHDOă� 

3HQWUX�OLVWD�FRPSOHWă�D�UHDFΌLLORU�DGYHUVH�ΊL�D�UHVWULFΌLLORU�DVRFLDWH�FX�2ELOWR[D[LPDE�6)/��FLWLΌL�
prospectul. 

'H�FH�D�IRVW�DXWRUL]DW�2ELOWR[D[LPDE�6)/�vQ�8(" 

$QWUD[XO�SXOPRQDU�HVWH�R�ERDOă�FDUH�SXQH�YLDΌD�vQ�SHULFRO��GXFkQG�OD�GHFHV�vQ��� ��GLQ�FD]XUL��'HΊL�
IRFDUHOH�QDWXUDOH�VXQW�IRDUWH�UDUH��LQIHFΌLLOH�SRW�DSăUHD�DFFLGHQWDO�vQ�ODERUDWRDUHOH�FDUH�VWXGLD]ă�
bacteria��DQWUD[XO�SXWkQG�IL�XWLOL]DW�vQ�DWDFXUL�WHURULVWH��'LQ�FDX]D�QXPăUXOXL�PLF�GH�FD]XUL�ΊL�GHRDUHFH�
LQIHFWDUHD�LQWHQΌLRQDWă�D�SHUVRDQHORU�HVWH�SUHD�SHULFXORDVă��QX�HVWH�SRVLELOă�HIHFWXDUHD�GH�VWXGLL�
privind medicamentul la oameni. Studiile la animale au demoQVWUDW�Fă�PHGLFDPHQWXO�HVWH�HILFDFH�vQ�
WUDWDUHD�DQWUD[XOXL�ΊL�SUHYHQLUHD�PRUWDOLWăΌLL�ΊL�VH�SUHFRQL]HD]ă�Fă�2ELOWR[D[LPDE�6)/�YD�DFΌLRQD�vQ�
DFHODΊL�PRG�OD�RDPHQL��ÌQ�FHHD�FH�SULYHΊWH�VLJXUDQΌD��UHDFΌLLOH�DGYHUVH�DOH�2ELOWR[D[LPDE�6)/�OD�
SHUVRDQHOH�VăQăWRDVH�VXQW�GH�RELFHL�XΊRDUH�VDX�PRGHUDWH��3ULQ�XUPDUH��DJHQΌLD�D�KRWăUkW�Fă�EHQHILFLLOH�
2ELOWR[D[LPDE�6)/�VXQW�PDL�PDUL�GHFkW�ULVFXULOH�DVRFLDWH�ΊL�DFHVW�PHGLFDPHQW�SRDWH�IL�DXWRUL]DW�SHQWUX�
utilizare ï¿½n UE.  

$FHVW�PHGLFDPHQW�D�IRVW�DXWRUL]DW�vQ�ÄFRQGLΌLL�H[FHSΌLRQDOH´��$FHDVWD�vQVHDPQă�Fă��GLQ�FDX]D�UDULWăΌLL�
EROLL�ΊL�GLQ�PRWLYH�ΊWLLQΌLILFH��QX�V-DX�SXWXW�REΌLQH�LQIRUPDΌLL�FRPSOHWH�GHVSUH�2ELOWR[D[LPDE�6)/��ÌQ�
ILHFDUH�DQ��DJHQΌLD�YD�DQDOL]D�LQIRUPDΌLLOH�QRX�DSăUXWH��LDU�DFHDVWă�SUH]HQWDUH�JHQHUDOă�YD�IL�
actuali]DWă��GXSă�FD]� 

&H�LQIRUPDΌLL�VH�DΊWHDSWă�vQ�FRQWLQXDUH�GHVSUH�2ELOWR[D[LPDE�6)/" 

$YkQG�vQ�YHGHUH�Fă�2ELOWR[D[LPDE�6)/�D�IRVW�DXWRUL]DW�vQ�FRQGLΌLL�H[FHSΌLRQDOH��FRPSDQLD�FDUH�
FRPHUFLDOL]HD]ă�2ELOWR[D[LPDE�6)/�YD�IXUQL]D�GDWH�VXSOLPHQWDUH�SULYLQG�PHWRGHOH�GH�PăVXUDUH�D�
PRGXOXL�vQ�FDUH�PHGLFDPHQWXO�HVWH�DEVRUELW��PRGLILFDW�ΊL�HOLPLQDW�GLQ�RUJDQLVP�vQ�VWXGLLOH�GH�ODERUDWRU��
ÌQ�SOXV��WUHEXLH�IXUQL]DWH�GDWH�SULYLQG�HILFDFLWDWHD�ΊL�VLJXUDQΌD�PHGLFDPHQWXOXL�vQ�WLPSXO�XQXL�HYHQWXDO�
focar de antrax. Pr
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&H�PăVXUL�VH�LDX�SHQWUX�XWLOL]DUHD�VLJXUă�ΊL�HILFDFH�D�2ELOWR[D[LPDE�6)/" 

ÌQ�5H]XPDWXO�FDUDFWHULVWLFLORU�SURGXVXOXL�ΊL�vQ�SURVSHFW�DX�IRVW�LQFOXVH�UHFRPDQGăUL�ΊL�PăVXUL�GH�
SUHFDXΌLH�SHQWUX�XWLOL]DUHD�VLJXUă�ΊL�HILFDFH�D�2ELOWR[D[LPDE�6)/��FDUH�WUHEXLH�UHVSHFWDWH�GH�SHUVRnalul 
PHGLFDO�ΊL�GH�SDFLHQΌL� 

Ca pentru toate medicamentele, datele cu privire la utilizarea Obiltoxaximab SFL sunt monitorizate 
FRQWLQXX��5HDFΌLLOH�DGYHUVH�UDSRUWDWH�SHQWUX�2ELOWR[D[LPDE�6)/�VXQW�HYDOXDWH�FX�DWHQΌLH�ΊL�VXQW�OXDWH�
PăVXULOH�QHFHVDUH�SHQWUX�SURWHFΌLD�SDFLHQΌLORU� 

$OWH�LQIRUPDΌLL�GHVSUH�2ELOWR[D[LPDE�6)/ 

,QIRUPDΌLL�VXSOLPHQWDUH�FX�SULYLUH�OD�2ELOWR[D[LPDE�6)/�VXQW�GLVSRQLELOH�SH�VLWH-XO�DJHQΌLHL��
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL. 
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