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Obiltoxaximab SFL (obiltoxaximab) 
3UHKĐDG�R lieku Obiltoxaximab SFL a SUHþR�ERO�SRYROHQê�Y Eï¿½  

ýR�MH�OLHN�2ELOWR[D[LPDE�6)/�D�QD�þR�VD�SRXåtYD" 

2ELOWR[D[LPDE�6)/�MH�OLHN��NWRUê�VD�SRXåtYD�VSROX�V�DQWLELRWLNDPL�QD�OLHþEX�LQKDODþQpKR�DQWUD[X��
]iYDåQpKR�RFKRUHQLD�VS{VREHQpKR�EDNWpULDPL�Bacillus anthracis��,QKDODþQê�]QDPHQi��åH�RVRED�GRVWDQH�
FKRUREX�YGêFKQXWtP�VSyU��NWRUp�VD�Y\YLQ~�GR�DNWtYQ\FK�EDNWpULt�Y�WHOH�D XYRĐĖXM~�ãNRGOLYp�WR[tQ\� 

/LHN�VD�SRXåtYD�DM�QD�SUHYHQFLX�LQKDODþQpKR�DQWUD[X�X�RV{E��NWRUp�SULãOL�GR�NRQWDNWX�V�EDNWpULDPL�
VSyU\��D�DN�QLH�MH�N�GLVSR]tFLL�åLDGQD�LQi�YKRGQi�OLHþED� 

2ELOWR[D[LPDE�6)/�REVDKXMH�OLHþLYR�RELOWR[D[LPDE� 

Antrax je zrLHGNDYp�RFKRUHQLH��D�SUHWR�ERO�OLHN�2ELOWR[D[LPDE�6)/���� DXJXVWD������R]QDþHQê�]D�W]Y��
OLHN�QD�RMHGLQHOp�RFKRUHQLD��ĆDOãLH�LQIRUPiFLH�R R]QDþHQt�OLHNX�]D liek na RMHGLQHOp�RFKRUHQLD�P{åHWH�
QiMVĢ�WX��ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

$NR�VD�OLHN�2ELOWR[D[LPDE�6)/�SRXåtYD" 

9êGDM�OLHNX�2ELOWR[D[LPDE�6)/�MH�YLD]DQê�QD�OHNiUVN\�SUHGSLV�D�Pi�VD�SRGiYDĢ�QD�PLHVWH��NGH�MH�
PRåQp�UêFKOR�OLHþLĢ�]iYDåQp�DOHUJLFNp�UHDNFLH� 

/LHN�2ELOWR[D[LPDE�6)/�VD�SRGiYD�YR�IRUPH�MHGQHM�LQI~]LH��QD kvapkanie) do åLO\�Y WUYDQt��� KRGtQ��
2GSRU~þDQi�GiYND�]iYLVt�RG�WHOHVQHM�KPRWQRVWL�SDFLHQWD��3UHG�SRGDQtP�OLHNX�2ELOWR[D[LPDE�6)/�P{åX�
SDFLHQWL�GRVWDĢ�OLHN\�QD�SUHYHQFLX�DOHER�]PLHUQHQLH�DOHUJLFNêFK�UHDNFLt� 

9LDF�LQIRUPiFLt�R SRXåLWt�OLHNX�2ELOWR[D[LPDE�6)/�VL�SUHþtWDMWH�Y StVRPQHM�LQIRUPiFLL�SUH�SRXåtYDWHĐD�
alebo kontaktujte svojho lekï¿½ra alebo lekï¿½rnika.  

$NêP�VS{VRERP�OLHN�2ELOWR[D[LPDE�6)/�~þLQNXMH" 

=iYDåQp�~þLQN\�DQWUD[X�V~�VS{VREHQp�WR[tQRP��NWRUê�Y\WYiUDM~�EDNWpULH�DQWUD[X��2ELOWR[D[LPDE�MH�
PRQRNORQiOQD�SURWLOiWND��W\S�SURWHtQX��NWRUê�ERO�QDYUKQXWê�WDN��åH�VD�QDYLDåH�QD�]ORåNX�DQWUD[RYpKR�
WR[tQX�QD]êYDQpKR�RFKUDQQê�DQWLJpQ�DQWUD[X��NWRUê�XPRåĖXMH�WR[tQX�SUHQLNQ~Ģ�GR�EXQLek. Predpokladï¿½ 
VD��åH�OLHN�QDYLD]DQtP�VD�QD�RFKUDQQê�DQWLJpQ�DQWUD[X�EUiQL�WR[tQX�SUHQLNQ~Ģ�GR�EXQLHN�WHOD��þtP�VD�
]PLHUĖXM~�SUt]QDN\�DOHER�VD�LP�]DPHG]XMH� 
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$Np�SUtQRV\�OLHNX�2ELOWR[D[LPDE�6)/�EROL�SUHXNi]DQp�Y ãW~GLiFK" 

Liek Obiltoxaximab SFL sa na ]iNODGH�ãW~GLt�QD�]YLHUDWiFK�SRYDåXMH�]D�~þLQQê�SUL�OLHþEH�LQKDODþQpKR�
DQWUD[X��9���ãW~GLiFK�X�LQILNRYDQêFK�]YLHUDW�VR�V\PSWyPDPL�VD�PLHUD�SUHåLWLD�SRK\ERYDOD�SULEOLåQH�
PHG]L����Då������SUL�SRXåLWt�OLHNX�2ELOWR[D[LPDE�6)/�Y�SRURYQDQt�V���Då�����SUL�SRXåLWt placeba 
�]GDQOLYpKR�OLHNX���9�ãW~GLL��Y�NWRUHM�LQILNRYDQp�]YLHUDWi�GRVWDOL�OLHN�DOHER�SODFHER�SUHG�Y]QLNRP�
V\PSWyPRY��SUHåLWLH�EROR�Y�UR]VDKX����Då�������SUL�SRXåtYDQt�OLHNX�2ELOWR[D[LPDE�6)/�Y�]iYLVORVWL�RG�
WRKR��QDNRĐNR�YþDVQH�EROL�]YLHUDWi�OLHþHQp�SR�LQILNRYDQt��Y�SRURYQDQt�V�SUHåLWtP�åLDGQHKR�]R�]YLHUDW��
NWRUp�GRVWiYDOL�SODFHER� 

$Np�UL]LNi�VD�VSiMDM~�V�SRXåtYDQtP�OLHNX�2ELOWR[D[LPDE�6)/" 

1DMþDVWHMãLH�YHGĐDMãLH�~þLQN\�OLHNX�2ELOWR[D[LPDE�6)/��NWRUp�P{åX�SRVWLKQ~Ģ�Då���RVREX�]�����V~�EROHVĢ�
hlavy, pruritXV��VYUEHQLH���XUWLNiULD��VYUELYi�Y\UiåND���Y\UiåND��NDãHĐ��EROHVĢ�Y�PLHVWH�SRGDQLD�LQI~]LH�
a zï¿½vraty.  

=R]QDP�YãHWNêFK�YHGĐDMãtFK�~þLQNRY�SR]RURYDQêFK�SUL SRXåtYDQt�OLHNX�2ELOWR[D[LPDE�6)/�D zoznam 
YãHWNêFK�REPHG]HQt�VD�QDFKiG]D�Y StVRPQHM�LQIRUPiFLL�SUH pRXåtYDWHĐD� 

3UHþR�ERO�OLHN�2ELOWR[D[LPDE�6)/�SRYROHQê�Y (Ò" 

,QKDODþQê�DQWUD[�MH�RFKRUHQLH�RKUR]XM~FH�åLYRW��NWRUp�YHGLH�N�~PUWLX�Y 50 ��SUtSDGRY��$M�NHć�
SULURG]HQê�YêVN\W�HSLGpPLt�MH�YHĐPL�]ULHGNDYê��LQIHNFLH�VD�P{åX�Y\VN\WQ~Ģ�SUL�QHKRGH�Y�ODERUDWyULiFK�
sk~PDM~FLFK�EDNWpULH�D�DQWUD[�E\�VD�PRKRO�SRXåLĢ�SUL�WHURULVWLFNêFK�~WRNRFK��.HćåH�SRþHW�SUtSDGRY�MH�
WDNê�Qt]N\�D�]iPHUQH�QDND]HQLH�MHGQRWOLYFRY�MH�SUtOLã�QHEH]SHþQp��ãW~GLH�OLHNX�X�ĐXGt�QLH�V~�
UHDOL]RYDWHĐQp��9�ãW~GLiFK�QD�]YLHUDWiFK�VD�SUHXNi]DOR��åH�OLHN�MH�~þLQQê�SUL�OLHþEH�DQWUD[X�D�SUL�
SUHYHQFLL�~PUWLD�D�RþDNiYD�VD��åH�OLHN�2ELOWR[D[LPDE�6)/�EXGH�X�ĐXGt�~þLQNRYDĢ�URYQDNêP�VS{VRERP��
3RNLDĐ�LGH�R�EH]SHþQRVĢ��YHGĐDMãLH�~þLQN\�OLHNX�2ELOWR[D[LPDE�6)/�X ]GUDYêFK�RV{E�V~�]Y\þDMQH�PLHUQH�
DOHER�VWUHGQH�]iYDåQp� $JHQW~UD�SUHWR�XV~GLOD��åH�SUtQRV\�OLHNX�2ELOWR[D[LPDE�6)/�V~�YlþãLH�DNR�UL]LNi�
VSRMHQp�V MHKR�SRXåtYDQtP�D�åH�OLHN�P{åH�E\Ģ�SRYROHQê�QD�SRXåtYDQLH�Y�(Ò� 

7HQWR�OLHN�ERO�SRYROHQê�]D�W]Y��PLPRULDGQ\FK�RNROQRVWt��-H�WR�SUHWR��åH�QHEROR�PRåQp�]tVNDĢ�~SOQp�
informï¿½cie o  OLHNX�2ELOWR[D[LPDE�6)/�]�G{YRGX�Y]iFQRVWL�RFKRUHQLD�D z HWLFNêFK�G{YRGRY��$JHQW~UD�
NDåGê�URN�SUHKRGQRFXMH�YãHWN\�QRYp�GRVWXSQp�LQIRUPiFLH�D SRGĐD�SRWUHE\�DNWXDOL]XMH�WHQWR�V~KUQ� 

$Np�LQIRUPiFLH�R OLHNX�2ELOWR[D[LPDE�6)/�GRVLDĐ�QHEROL�SUHGORåHQp" 

.HćåH�OLHN�2ELOWR[D[LPDE�6)/�ERO�SRYROHQê�]D�PLPRULDGQ\FK�RNROQRVWt��VSRORþQRVĢ��NWRUi�OLHN�
2ELOWR[D[LPDE�6)/�XYiG]D�QD�WUK��SRVN\WQH�ćDOãLH�~GDMH�R�PHWyGDFK�PHUDQLD�VS{VREX�DEVRUSFLH�OLHNX��
MHKR�]PHQ\�D�Y\O~þHQLD�]�WHOD�Y�ODERUDWyUQ\FK�ãW~GLiFK��2NUHP�WRKR�MH�SRWUHEQp�SUHGORåLĢ�~GDMH�R�
~þLQQRVWL�D�EH]SHþQRVWL�OLHNX�SRþDV�PRåQpKR�Y\SXNQXWLD�DQWUD[X� 

$Np�RSDWUHQLD�VD�SULMtPDM~�QD�EH]SHþQp�D ~þLQQp�SRXåtYDQLH�OLHNX�
2ELOWR[D[LPDE�6)/" 

Na EH]SHþQp�D ~þLQQp�XåtYDQLH�OLHNX�2ELOWR[D[LPDE�6)/�EROL�GR V~KUQX�FKDUDNWHULVWLFNêFK�YODVWQRVWt�
lieku a StVRPQHM�LQIRUPiFLH�SUH SRXåtYDWHĐD�]DKUQXWp�RGSRU~þDQLD�D RSDWUHQLD��NWRUp�PDM~�]GUDYRWQtFNL�
SUDFRYQtFL�D SDFLHQWL�GRGUåLDYDĢ� 

7DN�DNR�SUL�YãHWNêFK�OLHNRFK��DM�~GDMH�R SRXåtYDQt�OLHNX�2ELOWR[D[LPDE�6)/�VD�QHXVWiOH�NRQWUROXM~��
9HGĐDMãLH�~þLQN\�KOiVHQp�SUL�OLHNX�2ELOWR[D[LPDE�6)/�VD�G{NODGQH�KRGQRWLD�D ]DEH]SHþXM~�VD�DNpNRĐYHN�
QHY\KQXWQp�NURN\�QD�RFKUDQX�SDFLHQWRY� 
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ĆDOãLH�LQIRUPiFLH�R OLHNX�2ELOWR[D[LPDE�6)/ 

ĆDOãLH�LQIRUPiFLH�R OLHNX�2ELOWR[D[LPDE�6)/�VD�QDFKiG]DM~�QD webovej VWUiQNH�DJHQW~U\��
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL 

Lie
k 

s 
uk

on
Äe

no
u 

pl
at

no
sÅ

ou
 re

gi
st

rÇ
cie

https://www.ema.europa.eu/en/medicines/human/EPAR/obiltoxaximab-sfl

