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Obiltoxaximab SFL (obiltoxaximabum) 
3ĜHKOHG�SUR�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�D�SURþ�E\O�SĜtSUDYHN�UHJLVWURYiQ�
v EU 

&R�MH�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�D�N þHPX�VH�SRXåtYi" 

3ĜtSUDYHN�2ELOWR[D[LPDE�6)/�MH�OpþLYê�SĜtSUDYHN�SRXåtYDQê�Y kombinaci s OpþERX�DQWLELRWLN\�N OpþEČ�
SOLFQtKR�DQWUD[X��FRå�MH�]iYDåQp�RQHPRFQČQt�]SĤVREHQp�EDNWHULt�Bacillus anthracis��Ä3OLFQt³�]QDPHQi��
åH�GDQi�RVRED�VH�WtPWR�RQHPRFQČQtP�QDND]t�YGHFKRYiQtP�VSRU��]H�NWHUêFK�VH�Y WČOH�Y\YLQRX�DNWLYQt�
EDNWHULH�D�QiVOHGQČ�XYROĖXMt�ãNRGOLYp�WR[LQ\� 

7HQWR�OpþLYê�SĜtSUDYHN�VH�SRXåtYi�WDNp�N SUHYHQFL�SOLFQtKR�DQWUD[X�X�RVRE��NWHUp�VH�GRVWDO\�GR�NRQWDNWX�
s WČPLWR�EDNWHULiOQtPL�VSRUDPL��D�Y SĜtSDGHFK� NG\�åiGQi�MLQi�YKRGQi�OpþED�QHQt�N GLVSR]LFL� 

3ĜtSUDYHN�2ELOWR[D[LPDE�6)/�REVDKXMH�OpþLYRX�OiWNX�RELOWR[D[LPDE� 

$QWUD[�MH�Y]iFQp�RQHPRFQČQt�D�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�E\O�R]QDþHQ�GQH�����VUSQD������MDNR�
ÄOpþLYê�SĜtSUDYHN�SUR�Y]iFQi�RQHPRFQČQt³��'DOãt�LQIRUPDFH�R�WRPWR�Y]iFQpP�RQHPRFQČQt�QDOH]QHWH�
]GH��ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

-DN�VH�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�SRXåtYi" 

9êGHM�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�MH�Yi]iQ�QD�OpNDĜVNê�SĜHGSLV��3ĜtSUDYHN�E\�PČO�EêW�SRGiYiQ�
v PtVWČ��NGH�MH�PRåQp�U\FKOH�UHDJRYDW�QD�]iYDåQp�DOHUJLFNp�UHDNFH� 

3ĜtSUDYHN�2ELOWR[D[LPDE�6)/�VH�SRGiYi�IRUPRX�MHGQRUi]RYp�LQIX]H��NDSiQt��GR�åtO\�SR�GREX����PLQXW��
DoporuþHQi�GiYND�]iYLVt�QD�WČOHVQp�KPRWQRVWL�SDFLHQWD��3ĜHG�SRGiQtP�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�MH�
PRåQp�SDFLHQWĤP�SRGDW�OpþLYp�SĜtSUDYN\�N SUHYHQFL�DOHUJLFNêFK�UHDNFt�QHER�MHMLFK�RPH]HQt� 

9tFH�LQIRUPDFt�R�SRXåtYiQt�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�QDOH]QHWH�Y SĜtEDORYp�LQIRUPDFL�QHER�VH�
REUDĢWH�QD�VYpKR�OpNDĜH�þL�OpNiUQtND� 

-DN�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�SĤVREt" 

=iYDåQp�~þLQN\�DQWUD[X�MVRX�]SĤVREHQ\�WR[LQHP��NWHUê�EDNWHULH�]SĤVREXMtFt�DQWUD[�SURGXNXMt��
2ELOWR[D[LPDE�MH�PRQRNORQiOQt�SURWLOiWND��FRå�MH�W\S�EtONRYLQ\��NWHUi�E\OD�Y\YLQXWD�WDN��DE\�VH�QDYi]DOD�
QD�VORåNX�WR[LQX�DQWUD[X�]YDQRX�ÄSURWHNWLYQt�DQWLJHQ�DQWUD[X³��NWHUi�XPRåĖXMH�YVWXS�WR[LQX�GR�EXQČN��
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3ĜHGSRNOiGi�VH��åH�QDYi]iQtP�VH�QD�SURWHNWLYQt�DQWLJHQ�DQWUD[X�OpþLYR�]DEUDĖXMH�YVWXSX�WR[LQX�GR�
EXQČN�WČOD��þtPå�]PtUĖXMH�SĜt]QDN\�QHER�MLP�SĜHGFKi]t� 

-DNp�SĜtQRV\�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�E\O\�SURNi]iQ\�Y SUĤEČKX�VWXGLt" 

1D�]iNODGČ�VWXGLt�QD�]YtĜDWHFK�MH�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�SRYDåRYiQ�Y UiPFL�OpþE\�SOLFQtKR�
DQWUD[X�]D�~þLQQê��9 UiPFL���VWXGLt�X�LQILNRYDQêFK�]YtĜDW�V SĜt]QDN\�VH�PtU\�SĜHåLWt�SRK\ERYDO\�
v UR]PH]t�SĜLEOLåQČ�RG��� do 60 ��X�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�YH�VURYQiQt�V ��Då�� % u placeba 
�QH~þLQQpKR�SĜtSUDYNX���9H�VWXGLL��YH�NWHUp�E\O�LQILNRYDQêP�]YtĜDWĤP�SRGiYiQ�OpþLYê�SĜtSUDYHN�QHER�
plDFHER�MHãWČ�SĜHG�WtP��QHå�VH�SURMHYLO\�SĜt]QDN\��VH�PtUD�SĜHåLWt�SRK\ERYDOD�RG��� do 100 ��SĜL�
XåtYiQt�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�Y ]iYLVORVWL�QD�WRP��]D�MDN�GORXKR�SR�QDNDåHQt�E\OD�X�]YtĜDW�
]DKiMHQD�OpþED��SĜLþHPå�]H�]YtĜDW��NWHUêP�E\OR�SRGiYiQR�SODFHER� QHSĜHåLOR�åiGQp� 

-DNi�UL]LND�MVRX�VSRMHQD�V SĜtSUDYNHP�2ELOWR[D[LPDE�6)/" 

1HMþDVWČMãtPL�QHåiGRXFtPL�~þLQN\�SĜtSUDYNX�2ELOWR[D[LPDE�6)/��NWHUp�PRKRX�SRVWLKQRXW�Då���RVREX�
] ����MVRX�EROHVW�KODY\��SUXULWXV��VYČGČQt���NRSĜLYND��VYČGLYi�Y\UiåND���Y\UiåND��NDãel, bolest v PtVWČ�
DSOLNDFH�LQIX]H�D�SRFLW�]iYUDWL� 

ÒSOQê�VH]QDP�QHåiGRXFtFK�~þLQNĤ�D�RPH]HQt�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�MH�XYHGHQ�Y SĜtEDORYp�
informaci. 

1D�]iNODGČ�þHKR�E\O�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�UHJLVWURYiQ�Y (8" 

3OLFQt�DQWUD[�MH�åLYRW�RKURåXMtFt�RQHPRFQČQt��NWHUp�Y 50 ��SĜtSDGĤ�YHGH�N ~PUWt��,�NG\å�VH�SĜLUR]HQi�
Y]SODQXWt�QiND]\�Y\VN\WXMt�YHOPL�]ĜtGND��PĤåH�QHãĢDVWQRX�QiKRGRX�GRMtW�N YêVN\WX�LQIHNFt�
v ODERUDWRĜtFK��NWHUp�W\WR�EDNWHULH�]NRXPDMt��D�DQWUD[�PĤåH�EêW�SRXåLW�SĜL�WHURULVWLFNêFK�~WRFtFK��
9]hledem k WRPX��åH�SRþHW�SĜtSDGĤ�MH�WDN�Qt]Nê�D�~P\VOQp�LQILNRYiQt�RVRE�MH�SĜtOLã�QHEH]SHþQp��QHQt�
PRåQp�SURYpVW�VWXGLH�WRKRWR�OpþLYpKR�SĜtSUDYNX�X�OLGt��6WXGLH�QD�]YtĜDWHFK�SURNi]DO\��åH�WHQWR�OpþLYê�
SĜtSUDYHN�MH�~þLQQê�Y OpþEČ�DQWUD[X�D�SUHYHQFL�~PUWt��D�SĜHGSRNOiGi�VH��åH�SĜtSUDYHN�2ELOWR[D[LPDE�
6)/�EXGH�X�OLGt�SĤVRELW�VWHMQêP�]SĤVREHP��= KOHGLVND�EH]SHþQRVWL�MVRX�QHåiGRXFt�~þLQN\�SĜtSUDYNX�
2ELOWR[D[LPDE�6)/�X�]GUDYêFK�OLGt�REY\NOH�PtUQp�Då�VWĜHGQČ�]iYDåQp��$JHQWXUD�SURWR�UR]KRGOD��åH�
SĜtQRV\�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�SĜHY\ãXMt�MHKR�UL]LND��D�PĤåH�WDN�EêW�UHJLVWURYiQ�N SRXåLWt�Y EU. 

3ĜtSUDYHN�2ELOWR[D[LPDE�6)/�E\O�UHJLVWURYiQ�]D�ÄYêMLPHþQêFK�RNROQRVWt³��QHERĢ�Y]KOHGHP�NH�Y]iFQp�
SRYD]H�WRKRWR�RQHPRFQČQt�D�] HWLFNêFK�GĤYRGĤ�QHE\OR�PRåQp�R�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�]tVNDW�
~SOQp�LQIRUPDFH��$JHQWXUD�NDåGRURþQČ�Y\KRGQRWt�MDNpNROL�QRYp�LQIRUPDFH�D�WHQWR�SĜHKOHG�EXGH�SRGOH�
SRWĜHE\�DNWXDOL]RYiQ� 

-DNp�LQIRUPDFH�R�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�QHE\O\�GRVXG�SĜHGORåHQ\" 

-HOLNRå�SĜtSUDYHN�2ELOWR[D[LPDE�6)/�E\O�UHJLVWURYiQ�]D�YêMLPHþQêFK�RNROQRVWt��VSROHþQRVW��NWHUi�
SĜtSUDYHN�2ELOWR[D[LPDE�6)/�GRGiYi�QD�WUK��SĜHGORåt�GDOãt�~GDMH�R�PHWRGiFK�PČĜHQt�WRKR��MDN�MH�
SĜtSUDYHN�Y ODERUDWRUQtFK�VWXGLtFK�YVWĜHEiYiQ��PRGLILNRYiQ�D�RGVWUDĖRYiQ�] WČOD��1DYtF�E\�PČO\�EêW�
SĜHGORåHQ\�~GDMH�R�~þLQQRVWL�D�EH]SHþQRVWL�OpþLYpKR�SĜtSUDYNX�SĜL�PRåQpP�SURSXNQXWt�DQWUD[X� 

-DNi�RSDWĜHQt�MVRX�XSODWĖRYiQD�N ]DMLãWČQt�EH]SHþQpKR�D�~þLQQpKR�
SRXåtYiQt�SĜtSUDYNX�2ELOWR[D[LPDE�6)/" 

'R�VRXKUQX�~GDMĤ�R�SĜtSUDYNX�D�SĜtEDORYp�LQIRUPDFH�E\OD�]DKUQXWD�GRSRUXþHQt�D�RSDWĜHQt�SUR�EH]SHþQp�
D�~þLQQp�SRXåtYiQt�SĜtSUDYNX�2ELOWR[D[LPDE�6)/��NWHUi�E\�PČOD�EêW�GRGUåRYiQD�]GUDYRWQLFNêPL�
SUDFRYQtN\�L�SDFLHQW\� 
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-DNR�X�YãHFK�OpþLYêFK�SĜtSUDYNĤ�MVRX�~GDMH�R�SRXåtYiQt�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�SUĤEČåQČ�
VOHGRYiQ\��1HåiGRXFt�~þLQN\�QDKOiãHQp�Y souvislosti s SĜtSUDYNHP�2ELOWR[D[LPDE�6)/�MVRX�SHþOLYČ�
KRGQRFHQ\�D�MVRX�XþLQČQD�YHãNHUi�QH]E\WQi�RSDWĜHQt��DE\�E\OR�FKUiQČQR�]GUDYt�SDFLHQWĤ� 

'DOãt�LQIRUPDFH�R�SĜtSUDYNX�2ELOWR[D[LPDE�6)/ 

'DOãt�LQIRUPDFH�R�SĜtSUDYNX�2ELOWR[D[LPDE�6)/�MVRu k GLVSR]LFL�QD�LQWHUQHWRYêFK�VWUiQNiFK�DJHQWXU\�QD�
adrese ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL. 
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