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Obiltoxaximab SFL (obiltoksaksimabs) 
Obiltoxaximab SFL SŅUVNDWV�XQ�NŅSŋF�WŅV�LU�UHŕLVWUŋWDV�(6 

Kas ir Obiltoxaximab SFL XQ�NŅSŋF�WŅV�OLHWR" 

Obiltoxaximab SFL LU�]ŅOHV��NR�OLHWR�NRSŅ�DU�DQWLELRWLNŅP��ODL�ŅUVWŋWX�LHHOSRãDQDV�YHLGŅ�LHJźWX�XQ�
EDNWŋULMDV�Bacillus anthracis L]UDLVŝWX�QRSLHWQX�VOLPŝEX�— 6LEŝULMDV�PŋUL��³,HHOSRãDQD´�QR]ŝPŋ��ND�FLOYŋNV�
VDVOLPVW��LHHOSRMRW�VSRUDV��NDV�RUJDQLVPŅ�SŅUYHLGRMDV�SDU�DNWŝYŅP�EDNWŋULMŅP�XQ�L]GDOD�NDLWŝJXV�
WRNVŝQXV� 

âŝV�]ŅOHV�OLHWR�DUŝ�LHHOSRãDQDV�YHLGŅ�LHJźWD�6LEŝULMDV�PŋUD�SURILODNVHL�FLOYŋNLHP��NXUL�QRQŅN�VDVNDUŋ�DU�
EDNWŋULMX�VSRUŅP�XQ�NDG�FLWD�SLHPŋURWD�ŅUVWŋãDQD�QDY�SLHHMDPD� 

Obiltoxaximab SFL VDWXU�DNWŝYR�YLHOX�RELOWRNVDNVLPDEX� 

6LEŝULMDV�PŋULV�LU�³UHWD´�VOLPŝED��XQ������ gada 24. DXJXVWŅ�Obiltoxaximab SFL WLND�SLHãťLUWV�
³EŅUHŪ]ŅŨX´��UHWL�VDVWRSDPX�VOLPŝEX�ŅUVWŋãDQDL�SDUHG]ŋWX�]ŅŨX��VWDWXVV��6ŝNŅND�LQIRUPŅFLMD�SDU�UHWX�
VOLPŝEX�ŅUVWŋãDQDL SDUHG]ŋWR�]ŅŨX�VWDWXVD�SLHãťLUãDQX�LU�DWURGDPD��
ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

.Ņ�OLHWR�Obiltoxaximab SFL" 

Obiltoxaximab SFL YDU�LHJŅGŅWLHV�WLNDL�SUHW�UHFHSWL�XQ�MŅLHYDGD�YLHWŅ��NXU�YDU�ŅWUL�ŅUVWŋW�VPDJDV�
DOHUŕLVNDV�UHDNFLMDV� 

Obiltoxaximab SFL ievada vienas 90 PLQźãX�LOJDV�LQIź]LMDV��SLOLHQX��YHLGŅ�YŋQŅ��,HWHLFDPŅ�GHYD�LU�
DWNDUŝJD�QR�SDFLHQWD�PDVDV��3LUPV�Obiltoxaximab SFL lieWRãDQDV�SDFLHQWLHP�YDU�GRW�]ŅOHV�DOHUŕLVNR�
UHDNFLMX�SURILODNVHL�YDL�PD]LQŅãDQDL� 

3DSLOGX�LQIRUPŅFLMX�SDU�Obiltoxaximab SFL OLHWRãDQX�VNDWŝW�]ŅŨX�OLHWRãDQDV�LQVWUXNFLMŅ�YDL�MDXWŅW�ŅUVWDP�
vai farmaceitam. 

.Ņ�Obiltoxaximab SFL GDUERMDV" 

6LEŝULMDV�PŋUD�QRSLHWQR�LHWHNPL�L]UDLVD�6LEŝULMDV�PŋUD�EDNWŋULMX�L]UDLVŝWDLV�WRNVŝQV��2ELOWRNVDNVLPDEV�LU�
PRQRNORQŅOD�DQWLYLHOD��ROEDOWXPYLHOX�YHLGV��NDV�L]VWUŅGŅWV��ODL�SLHVDLVWŝWRV�6LEŝULMDV�PŋUD�WRNVŝQD�GDŨDL��
NR�GŋYŋ�SDU�³6LEŝULMDV�PŋUD�DL]VDUJŅMRãR�DQWLJŋQX´��NDV�ŨDXM�WRNVŝQDP�LHNŨźW�ãźQŅV��3DUHG]DPV��ND��
SLHVDLVWRWLHV�6LEŝULMDV�PŋUD�DL]VDUJŅMRãDMDP�DQWLJŋQDP��ãŝV�]ŅOHV�DSWXUŋV�WRNVŝQD�LHNŨźãDQX�RUJDQLVPD�
ãźQŅV��VDPD]LQRW�YDL�QRYŋUãRW�VLPSWRPXV� 

ZÄl
es

 v
ai

rs
 n

av
 re

Åi
st

rÇ
ta

s

http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu3182065


 
Obiltoxaximab SFL (obiltoksaksimabs)   
EMA/506632/2020 2. lpp. no 3 
 

.ŅGL�Obiltoxaximab SFL LHJXYXPL�DWNOŅWL�SŋWŝMXPRV" 

3DPDWRMRWLHV�X]�SŋWŝMXPLHP�DU�G]ŝYQLHNLHP��Obiltoxaximab SFL WLHN�X]VNDWŝWDV�SDU�HIHNWŝYŅP�
LHHOSRãDQDV�YHLGŅ�LHJźWD�6LEŝULMDV�PŋUD�ŅUVWŋãDQDL��7ULMRV�SŋWŝMXPRV�DU�LQILFŋWLHP�G]ŝYQLHNLHP��NXULHP�
ELMD�VLPSWRPL��L]G]ŝYRãDQDV�UŅGŝWŅML�ELMD�UREHåŅV�QR�DSWXYHQL�30 ��OŝG]��� ���OLHWRMRW�Obiltoxaximab 
SFL VDOŝG]LQŅMXPŅ�DU��–6 ���ŅUVWŋMRW�DU�SODFHER��ILNWŝYX�ŅUVWŋãDQX���3ŋWŝMXPŅ��NXUŅ�LQILFŋWLH�G]ŝYQLHNL�
SLUPV�VLPSWRPX�SDUŅGŝãDQŅV�VDŪŋPD�ãŝV�]ŅOHV�YDL�SODFHER��G]ŝYLOG]H�ELMD�UREHåŅV�QR����OŝG]���� %, 
OLHWRMRW�Obiltoxaximab SFL��DWNDUŝEŅ�QR�WŅ��FLN�ŅWUL�SŋF�LQILFŋãDQŅV�G]ŝYQLHNLHP�WLND�YHLNWD�ŅUVWŋãDQD��
VDOŝG]LQRW�DU�QHYLHQX�QR�WLHP��NXUL�VDŪŋPD�SODFHER� 

.ŅGV�ULVNV�SDVWŅY��OLHWRMRW�Obiltoxaximab SFL" 

9LVELHåŅNŅV�Obiltoxaximab SFL EODNXVSDUŅGŝEDV��NDV�YDU�UDVWLHV�OŝG]�1 no 10 FLOYŋNLHP��LU�JDOYDVVŅSHV��
SUXUŝWV��QLH]H���QŅWUHQH��QLH]RãL�L]VLWXPL���L]VLWXPL��NOHSXV��VŅSHV�LQIź]LMDV�YLHWŅ�XQ�UHLERQLV� 

3LOQX�YLVX�EODNXVSDUŅGŝEX�XQ�LHUREHåRMXPX�VDUDNVWX��OLHWRMRW�Obiltoxaximab SFL��VNDWŝW�]ŅŨX�OLHWRãDQDV�
LQVWUXNFLMŅ� 

.ŅSŋF�Obiltoxaximab SFL LU�UHŕLVWUŋWDV�(6" 

6LEŝULMDV�PŋULV�LU�G]ŝYŝEDL�EŝVWDPD�VOLPŝED��NDV�L]UDLVD�QŅYL��� ��JDGŝMXPX��/DL�JDQ�GDELVNLH�
X]OLHVPRMXPL�LU�ŨRWL�UHWL��LQILFŋãDQŅV�JDGŝMXPL�YDU�QHMDXãL�UDVWLHV�ODERUDWRULMŅV��SŋWRW�EDNWŋULMDV��XQ�
6LEŝULMDV�PŋUL�YDU�L]PDQWRW�WHURULVWX�X]EUXNXPRV��7Ņ�NŅ�JDGŝMXPX�VNDLWV�LU�WLN�PD]V�XQ�WŝãL�LQILFŋW�
FLOYŋNXV�LU�SŅUŅN�EŝVWDPL��QDY�LHVSŋMDPV�YHLNW�ãR�]ŅŨX�SŋWŝMXPXV�DU�FLOYŋNLHP��3ŋWŝMXPL�DU�G]ŝYQLHNLHP�
SLHUŅGŝMD��ND�ãŝV�]ŅOHV�LU�HIHNWŝYDV�6LEŝULMDV�PŋUD�ŅUVWŋãDQDL�XQ�OHWŅOX�JDGŝMXPX�QRYŋUãDQDL��XQ�
paredzams, ka Obiltoxaximab SFL X]�FLOYŋNLHP�GDUERVLHV�WDGŅ�SDãD�YHLGŅ��1R�GURãXPD�YLHGRNŨD�
Obiltoxaximab SFL EODNXVSDUŅGŝEDV�YHVHOLHP�FLOYŋNLHP�SDUDVWL�LU�YLHJODV�YDL�PŋUHQDV��7ŅGŋŨ�DŕHQWźUD�
QROŋPD��ND�LHJXYXPV��OLHWRMRW�Obiltoxaximab SFL��SŅUVQLHG]�ãR�]ŅŨX�UDGŝWR�ULVNX�XQ�]ŅOHV�YDU�UHŕLVWUŋW�
OLHWRãDQDL�(6� 

Obiltoxaximab SFL LU�UHŕLVWUŋWDV�³L]ŪŋPXPD�NŅUWŅ´��7DV�QR]ŝPŋ��ND�VDNDUŅ�DU�ãŝV�VOLPŝEDV�UHWXPX�XQ�
ŋWLVNX�LHPHVOX�GŋŨ�QDY�ELMLV�LHVSŋMDPV�LHJźW�SLOQŝJX�LQIRUPŅFLMX�SDU�Obiltoxaximab SFL��$ŕHQWźUD�NDWUX�
JDGX�SŅUEDXGŝV�YLVX�MDXQLHJźWR�LQIRUPŅFLMX�XQ�YDMDG]ŝEDV�JDGŝMXPŅ�DWMDXQLQŅV�ãR�NRSVDYLONXPX� 

.ŅGD�LQIRUPŅFLMD�SDU�Obiltoxaximab SFL YŋO�LU�VDJDLGŅPD" 

7Ņ�NŅ�Obiltoxaximab SFL LU�UHŕLVWUŋWDV�L]ŪŋPXPD�NŅUWŅ��X]ŪŋPXPV��NDV�SLHGŅYŅ�WLUJź�Obiltoxaximab 
SFL��VQLHJV�SDSLOGX�GDWXV�SDU�PHWRGŋP��DU�NXUŅP�QRYŋUWŋ�]ŅŨX�X]VźNãDQRV��SŅUYHLGRãDQRV�XQ�
L]YDGŝãDQX�QR�RUJDQLVPD�ODERUDWRULMDV�SŋWŝMXPRV��7XUNOŅW�MŅLHVQLHG]�GDWL�SDU�]ŅŨX�HIHNWLYLWŅWL�XQ�
GURãXPX�LHVSŋMDPD�6LEŝULMDV�PŋUD�X]OLHVPRMXPD�ODLNŅ� 

.DV�WLHN�GDUŝWV��ODL�JDUDQWŋWX�GURãX�XQ�HIHNWŝYX�Obiltoxaximab SFL 
OLHWRãDQX" 

=ŅŨX�DSUDNVWŅ�XQ�OLHWRãDQDV�LQVWUXNFLMŅ�WLND�LHWYHUWL�LHWHLNXPL�XQ�SLHVDUG]ŝEDV�SDVŅNXPL��NDV�MŅLHYŋUR�
YHVHOŝEDV�DSUźSHV�VSHFLŅOLVWLHP�XQ�SDFLHQWLHP��ODL�JDUDQWŋWX�GURãX�XQ�HIHNWŝYX�Obiltoxaximab SFL 
OLHWRãDQX� 

7ŅSDW�NŅ�SDU�YLVŅP�]ŅOŋP��GDWL�SDU�Obiltoxaximab SFL OLHWRãDQX�WLHN�SDVWŅYŝJL�X]UDXG]ŝWL��=LŪRWŅV�DU�
Obiltoxaximab SFL OLHWRãDQX�VDLVWŝWŅV�EODNXVSDUŅGŝEDV�WLHN�UźSŝJL�L]YŋUWŋWDV��XQ�WLHN�YHLNWL�YLVL�SDFLHQWX�
aizsDUG]ŝEDL�QHSLHFLHãDPLH�SDVŅNXPL� 
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&LWD�LQIRUPŅFLMD�SDU�Obiltoxaximab SFL 

6ŝNŅND�LQIRUPŅFLMD�SDU�Obiltoxaximab SFL LU�DWURGDPD�DŕHQWźUDV�WŝPHNŨD�YLHWQŋ��
ema.europa.eu/medicinHV�KXPDQ�(3$5�2ELOWR[D[LPDE-SFL 
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