
 

 
Official address  Domenico Scarlattilaan 6  ł  1083 HS Amsterdam  ł  The Netherlands 

An agency of the European Union     
Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us  
Send us a question  Go to www.ema.europa.eu/contact  Telephone +31 (0)88 781 6000 
 

 
© European Medicines Agency, 2020. Reproduction is authorised provided the source is acknowledged. 

 

 

EMA/506632/2020 
EMEA/H/C/005169 

Obiltoxaximab SFL (obiltoksaksimabas) 
2ELOWR[D[LPDE�6)/�DSåYDOJD�LU�NRGŏO�MLV�EXYR�UHJLVWUXRWDV�(XURSRV�6ąMXQJRMH�
(ES) 

Kas yra Obiltoxaximab SFL ir kam jis vartojamas? 

Obiltoxaximab SFL – WDL�YDLVWDV��NXULV�VNLULDPDV�NDUWX�VX�DQWLELRWLNDLV�LQKDOLDFLQŏV�MXRGOLJŏV��EDNWHULMRV�
Bacillus anthracis VXNHOLDPRV�VXQNLRV�OLJRV��J\G\PXL��Ä,QKDOLDFLQŏ³�UHLãNLD��NDG�DVPXR�OLJD�XåVLNUHþLD�
šNYŏSĊV�VSRUž��NXULRV�RUJDQL]PH�YLUVWD�DNW\YLRPLV�EDNWHULMRPLV�LU�LãVNLULD�NHQNVPLQJXV�WRNVLQXV� 

âLV�YDLVWDV�WDLS�SDW�VNLULDPDV�LQKDOLDFLQŏV�MXRGOLJŏV�SURILODNWLNDL�åPRQŏPV��NXULH�WXUŏMR�VąO\Wš�VX�
EDNWHULMž�VSRURPLV��NDL�QŏUD�MRNLž�NLWž�WLQNDPž�J\G\PR�SULHPRQLž� 

2ELOWR[D[LPDE�6)/�VXGŏW\MH�\UD�YHLNOLRVLRV�PHGåLDJRV�RELOWRNVDNVLPDER� 

-XRGOLJŏ�\UD�UHWD�OLJD��WRGŏO������P��UXJSMźþLR����G��2ELOWR[D[LPDE�6)/�EXYR�SULVNLUWDV�ÄUHWžMž�YDLVWž³�
�UHWRPV�OLJRPV�J\G\WL�VNLUWž�YDLVWž��NDWHJRULMDL��'DXJLDX�LQIRUPDFLMRV�DSLH�SULVN\ULPą�UHWLHVLHPV�
vaistams rDVLWH�þLD��ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

Kaip vartoti Obiltoxaximab SFL? 

2ELOWR[D[LPDE�6)/�JDOLPD�šVLJ\WL�WLN�SDWHLNXV�UHFHSWą��-š�UHLNLD�YDUWRWL�WRNLRMH�YLHWRMH��NXU�EźWž�JDOLPD�
JUHLWDL�J\G\WL�VXQNLDV�DOHUJLQHV�UHDNFLMDV� 

6NLULDPD�YLHQD�2ELOWR[D[LPDE�6)/�LQIX]LMD��NXUL�š�YHQą�VXODãLQDPD�SHU����PLQXþLž��5HNRPHQGXRMDPD�
YDLVWR�GR]ŏ�SULNODXVR�QXR�SDFLHQWR�NźQR�VYRULR��3ULHã�ODãLQDQW�2ELOWR[aximab SFL, pacientams galima 
VNLUWL�YDLVWž��SDGHGDQþLž�LãYHQJWL�DOHUJLQLž�UHDNFLMž�DUED�MDV�SDOHQJYLQDQþLž� 

'DXJLDX�LQIRUPDFLMRV�DSLH�2ELOWR[D[LPDE�6)/�YDUWRMLPą�LHãNRNLWH�SDNXRWŏV�ODSHO\MH�DUED�NUHLSNLWŏV�š�
J\G\WRMą�DUED�YDLVWLQLQNą� 

Kaip veikia Obiltoxaximab SFL? 

6XQNLXV�SDGDULQLXV�VYHLNDWDL�VXNHOLD�MXRGOLJŏV�EDNWHULMž�JDPLQDPDV�WRNVLQDV��2ELOWRNVDNVLPDEDV�\UD�
PRQRNORQLQLV�DQWLNźQDV�– EDOW\PDV��NXULV�VXPRGHOLXRWDV�WDLS��NDG�MXQJWžVL�SULH�MXRGOLJŏV�WRNVLQR��
YDGLQDPRMR�ÄMXRGOLJŏV�DSVDXJLQLR�DQWLJHQR³�NRPSRQHQWR��OHLGåLDQþLR�WRNVLQXL�SDWHNWL�š�OąVWHOHV��
7LNLPDVL��NDG�SULVLMXQJĊV�SULH�MXRGOLJŏV�DSVDXJLQLR�DQWLJHQR��YDLVWDV�QHOHLV�WRNVLQXL�SDWHNWL�š�RUJDQL]PR�
OąVWHOHV�LU�WDLS�SDOHQJYLQV�OLJRV�VLPSWRPXV�DUED�SDGŏV�Mž�LãYHQJWL� 
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Kokia Obiltoxaximab SFL nauda nustDW\WD�W\ULPž�PHWX" 

5HPLDQWLV�W\ULPDLV�VX�J\YźQDLV��ODLNRPDVL�QXRPRQŏV��NDG�2ELOWR[D[LPDE�6)/�YHLNVPLQJDL�J\GR�
LQKDOLDFLQĊ�MXRGOLJĊ��$WOLHNDQW���W\ULPXV�VX�XåVLNUŏWXVLDLV�J\YźQDLV��NXULHPV�SDVLUHLãNŏ�VLPSWRPDL��
LãJ\YHQDPXPR�URGLNOLV�VY\UDYR�QXR�PDåGDXJ���–60 proc. skiriant Obiltoxaximab SFL ir 0–6 proc. 
VNLULDQW�SODFHEą��QHWLNUą�YDLVWą���$WOLHNDQW�W\ULPą��NXULDPH�YDLVWDV�DUED�SODFHEDV�LQIHNXRWLHPV�
J\YźQDPV�EXYR�VNLULDPDV�SULHã�SDVLUHLãNLDQW�VLPSWRPDPV��LãJ\YHQDPXPDV�VLHNŏ���–100 proc. 
QDXGRMDQW�2ELOWR[D[LPDE�6)/��SULNODXVRPDL�QXR�WR��SHU�NLHN�ODLNR�QXR�XåVLNUŏWLPR�EXYR�SUDGŏWDV�
J\G\PDV��VNLULDQW�SODFHEą�QHLãJ\YHQR�Qŏ�YLHQDV�J\YźQDV� 

Kokia rizika susijusi su Obiltoxaximab SFL vartojimu? 

'DåQLDXVLDV�2ELOWR[D[LPDE�6)/�ãDOXWLQLV�SRYHLNLV��JDOLQWLV�SDVLUHLNãWL�QH�GDXJLDX�NDLS���åPRJXL�Lã�����
\UD�JDOYRV�VNDXVPDV��SUXULWDV��QLHåXO\V���GLOJŏOLQŏ��QLHåWLQWLV�EŏULPDV���EŏULPDV��NRVXO\V��VNDXVPDV�
LQIX]LMRV�YLHWRMH�LU�JDOYRV�VYDLJLPDV� 

,ãVDPž�ãDOXWLQLž�UHLãNLQLž�LU�DSULERMLPž��DSLH�NXULXRV�SUDQHãWD�J\GDQW�2ELOWR[D[LPDE�6)/��VąUDãą�
JDOLPD�UDVWL�SDNXRWŏV�ODSHO\MH� 

.RGŏO�2ELOWR[D[LPDE�6)/�EXYR�UHJLVWUXRWDV�(6" 

,QKDOLDFLQŏ�MXRGOLJŏ�\UD�J\Y\EHL�SDYRMLQJD�OLJD��QXR�NXULRV�PLUãWD��� SURF��XåVLNUŏWXVLžMž��1RUV�
QDWźUDOźV�OLJRV�SURWUźNLDL�\UD�ODEDL�UHWL��DWVLWLNWLQDL�XåVLNUŏVWL�JDOLPD�EDNWHULMDV�WLULDQþLRVH�
ODERUDWRULMRVH��-XRGOLJŏV�XåNUDWDV�JDOL�EźWL�SDVNOHLVWDV�LU�SHU�WHURULVWLQLXV�LãSXROLXV��.DGDQJL�VXVLUJLPž�
VNDLþLXV�\UD�SHUQHO\J�PDåDV��R�W\þLD�XåNUŏVWL�åPRQHV�\UD�SHUQHO\J�SDYRMLQJD��ãLR�YDLVWR�W\ULPž�VX�
åPRQŏPLV�DWOLNWL�QHšPDQRPD��7\ULPDL�VX�J\YźQDLV�SDURGŏ��NDG�ãLV�YDLVWDV�YHLNVPLQJDV�QXR�MXRGOLJŏV�LU�
DSVDXJR�QXR�PLUWLHV��7LNLPDVL��NDG�2ELOWR[D[LPDE�6)/�WRNš�SDWš�SRYHLNš�WXUŏV�LU�åPRQŏPV��6DXJXPR�
SRåLźULX�2ELOWR[D[LPDE�6)/�ãDOXWLQLV�SRYHLNLV�VYHLNLHPV�åPRQŏPV�SDSUDVWai yra lengvas arba vidutinio 
VXQNXPR��7RGŏO�DJHQWźUD�QXVSUHQGŏ��NDG�2ELOWR[D[LPDE�6)/�QDXGD�\UD�GLGHVQŏ�Xå�MR�NHOLDPą�UL]LNą��LU�
MLV�JDOL�EźWL�UHJLVWUXRWDV�YDUWRWL�(6� 

2ELOWR[D[LPDE�6)/�UHJLVWUXRWDV�LãLPWLQŏPLV�VąO\JRPLV��QHV�GŏO�OLJRV�UHWXPR�LU�HWLQLž�SULHåDVþLž�DSLH�
2ELOWR[D[LPDE�6)/�QHEXYR�šPDQRPD�JDXWL�LãVDPLRV�LQIRUPDFLMRV��$JHQWźUD�NDVPHW�SHUåLźUŏV�YLVą�
QDXMDL�JDXWą�LQIRUPDFLMą�LU��SULUHLNXV��DWQDXMLQV�ãLą�DSåYDOJą� 

.RNLD�LQIRUPDFLMD�GDU�WXUL�EźWL�SDWHLNWD�DSLH�2ELOWR[D[LPDE�6)/" 

.DGDQJL�2ELOWR[D[LPDE�6)/�UHJLVWUXRWDV�LãLPWLQŏPLV�VąO\JRPLV��2ELOWR[D[LPDE�6)/�JDPLQDQWL�
EHQGURYŏ��Y\NG\GDPD�ODERUDWRULQLXV�W\ULPXV��SDWHLNV�SDSLOGRPž�GXRPHQž�DSLH�WDL��NDLS�ãLV�YDLVWDV�
DEVRUEXRMDPDV��PRGLILNXRMDPDV�LU�ãDOLQDPDV�Lã�RUJDQL]PR��%H�WR��WXUŏV�EźWL�SDWHLNWL�GXRPHnys apie 
YDLVWR�YHLNVPLQJXPą�LU�VDXJXPą�SUDVLGŏMXV�JDOLPDP�MXRGOLJŏV�SURWUźNLXL� 

.RNLRV�SULHPRQŏV�WDLNRPRV�VLHNLDQW�XåWLNULQWL�VDXJž�LU�YHLNVPLQJą�
2ELOWR[D[LPDE�6)/�YDUWRMLPą" 

Š�SUHSDUDWR�FKDUDNWHULVWLNž�VDQWUDXNą�LU�SDNXRWŏV�ODSHOš�šWUDXNWRV�VDXJDXV�LU�YHiksmingo Obiltoxaximab 
6)/�YDUWRMLPR�UHNRPHQGDFLMRV�LU�DWVDUJXPR�SULHPRQŏV��NXULž�WXUL�LPWLV�VYHLNDWRV�SULHåLźURV�VSHFLDOLVWDL�
ir pacientai. 

.DLS�LU�YLVž�YDLVWž��2ELOWR[D[LPDE�6)/�YDUWRMLPR�GXRPHQ\V�\UD�QXRODWRV�VWHELPL��2ELOWR[D[LPDE�6)/�
ãDOXWLQLV�SRYHLNLV�NUXRSãþLDL�YHUWLQDPDV�LU�LPDPDVL�YLVž�UHLNLDPž�SULHPRQLž�SDFLHQWDPV�DSVDXJRWL� 
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Kita informacija apie Obiltoxaximab SFL 

,ãVDPLą�LQIRUPDFLMą�DSLH�2ELOWR[D[LPDE�6)/�UDVLWH�$JHQWźURV�LQWHUQHWR�VYHWDLQŏMH�DGUHVX��
HPD�HXURSD�HX�PHGLFLQHV�KXPDQ�(3$5�2ELOWR[D[LPDE-SFL 
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https://www.ema.europa.eu/en/medicines/human/EPAR/obiltoxaximab-sfl

