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Obiltoxaximab SFL (obiltoxaximab) 
ŘDUVD�œHQHUDOL�OHMQ�2ELOWR[D[LPDE�6)/�X�JřDOIHMQ�KXZD�DZWRUL]]DW�IO-UE 

;¶LQKX�2ELOWR[D[LPDE�6)/�X�JřDO�[LH[�MLQWXĪD" 

2ELOWR[D[LPDE�6)/�KXZD�PHGLŉLQD�OL�WLQWXĪD�PD¶�NXUD�DQWLELMRWLND�JřDOO-kura tal-DQWUDŉH�LQDODWRUMD��
PDUGD�VHUMD�NNDZĪDWD�PLOO-EDWWHUML�Bacillus anthracis��³,QDODWRUMD´�WILVVHU�OL�O-SHUVXQD�WLHřX�O-marda billi 
man-QLIV�WLœEHG�VSRUL��OL�MLĪYLOXSSDZ�I¶EDWWHUMi attivi fil-œLVHP�X�MLUULOD[[DZ�WRVVLQL�SHULNROXĪL� 

Il-PHGLŉLQD�WLQWXĪD�ZNROO�ELH[�WLSSUHYMHQL�DQWUDŉH�LQDODWRUMD�I¶SHUVXQL�OL�MNXQX�œHZ�I¶NXQWDWW�PDO-ispori 
tal-EDWWHUML�X�PHWD�O-HEGD�NXUD�[LHUTD�RřUD�PD�WNXQ�GLVSRQLEEOL� 

Obiltoxaximab SFL fih is-VXVWDQ]a attiva obiltoxaximab. 

L-DQWUDŉH�KLMD�UDUL��X�2ELOWR[D[LPDE�6)/�œLH�GHQRPLQDW�EřDOD�³PHGLŉLQD�RUIQL´��PHGLŉLQD�OL�WLQWXĪD�
I¶PDUG�UDUL��IO-24 WD¶ Awwissu ������$NWDU�LQIRUPD]]MRQL�GZDU�LG-GHQRPLQD]]MRQL�RUIQL�WLQVWDE�KDZQ��
ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

.LI�MLQWXĪD�2ELOWR[D[LPDE�6)/" 

2ELOWR[D[LPDE�6)/�MLVWD¶�MLQNLVHE�ELVV�E¶ULŉHWWD�WD¶�WDELE�X�JřDQGX�MLQJřDWD�I¶SRVW�IHMQ�UHD]]MRQLMLHW�
allHUœLŉL�VHYHUL�MLVWJřX�MLœX�NNXUDWL�PLQQXILK� 

2ELOWR[D[LPDE�6)/�MLQJřDWD�EřDOD�LQIXĪMRQL�ZDřGD��GULSS��ILO-YLQD�IXT�SHUMRGX�WD¶����PLQXWD��,G-GRĪD�
rakkomandata tiddependi mill-SLĪ�WDO-œLVHP�WDO-SD]MHQW��4DEHO�PD�MLQJřDWD�2ELOWR[D[LPDE�6)/��LO-
SD]MHQWL�MLVWJřX�MLQJřDWDZ�PHGLŉLQL�ELH[�MLSSUHYMHQX�MHZ�LQDTTVX�U-UHD]]MRQLMLHW�DOOHUœLŉL� 

*řDO�DNWDU�LQIRUPD]]MRQL�GZDU�O-XĪX�WD¶�2ELOWR[D[LPDE�6)/��DUD�O-IXOMHWW�WD¶�WDJřULI�MHZ�LNNXQWDWWMD�OLW-
WDELE�MHZ�OLOO-LVSLĪMDU�WLHJřHN� 

.LI�MDřGHP�2ELOWR[D[LPDE�6)/" 

L-effetti VHUML�WDO-DQWUDŉH�KXPD�NNDZĪDWL�PLQQ�WRVVLQD�OL�O-EDWWHUML�WDO-DQWUDŉH�MLSSURGXŉX��2ELOWR[D[LPDE�
KXZD�DQWLNRUS�PRQRNORQDOL��WLS�WD¶�SURWHLQD��OL�WIDVVDO�ELH[�MHřHO�PD¶�NRPSRQHQW�WDW-tossina tal-DQWUDŉH�
PVHMMDř�³DQWLœHQH�SURWHWWLY�WDO-DQWUDŉH´�OL�MLSSHUPHWWi li t-WRVVLQD�WLGřRO�ILŉ-ŉHOOROL��%LOOL�WHřHO�PDO-
DQWLœHQH�SURWHWWLY�WDO-DQWUDŉH��LO-PHGLŉLQD�KLMD�PLVWHQQLMD�OL�WZDTTDI�OLW-WRVVLQD�PLOOL�WLGřRO�ILŉ-ŉHOOROL�WDO-
œLVHP��X�E¶KHNN�WQDTTDV�MHZ�WLSSUHYMHQL�V-sintomi. Pr
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X’inhuma l-EHQHILŉŉML�WD¶�2ELOWR[D[LPDE�6)/�OL�řDUœX�PLOO-LVWXGML" 

2ELOWR[D[LPDE�6)/�KXZD�NNXQVLGUDW�HIILNDŉL�ILO-NXUD�WD¶�DQWUDŉH�LQDODWRUMD�DEEDĪL�WD¶�VWXGML�IXT�O-
DQQLPDOL��)L�WOLHW�VWXGML�IXT�DQQLPDOL�LQIHWWDWL�ELV-sintomi, ir-UDWL�WD¶�VRSUDYLYHQ]D�YDUMDZ�EHMQ�PDGZDU�
30 u 60 % E¶2ELOWR[D[LPDE�6)/��PHWD�PTDEEOD�PD¶���VD�����ELO-SODŉHER��NXUD�ILQWD���)L�VWXGMX�IHMQ�O-
DQQLPDOL�LQIHWWDWL�UŉHYHZ�LO-PHGLŉLQD�MHZ�SODŉHER�TDEHO�PD�ĪYLOXSSDZ�LV-sintomi, is-VRSUDYLYHQ]D�YDUMDW�
EHMQ����X�������E¶2ELOWR[D[LPDE�6)/��VNRQW�NHPP�O-DQQLPDOL�UŉHvew il-NXUD�PDODMU�ZDUD�OL�œHZ�
LQIHWWDWL��PHWD�PTDEEOD�PD¶�GDZN�OL�PD�QJřDWDZ�O-HEGD�SODŉHER� 

X’inhuma r-ULVNML�DVVRŉMDWL�PD¶�2ELOWR[D[LPDE�6)/" 

L-HIIHWWL�VHNRQGDUML�O-DNWDU�NRPXQL�E¶2ELOWR[D[LPDE�6)/��OL�MLVWJřX�MDIIHWWZDZ�VD¶�SHUVXQD�ZDřGD���PLQQ�
kull 10��KXPD�ZœLJř�WD¶�UDV��SUXULWH��řDNN���XUWLNDUMD��UD[[�ELO-řDNN���UD[[��VRJřOD��XœLJř�ILV-sit tal-
LQIXĪMRQL�X�WřRVVRN�VWRUGXW� 

*řDO-OLVWD�VřLřD�WDO-HIIHWWL�VHNRQGDUML�X�U-UHVWUL]]MRQLMLHW�WD¶�2ELOWR[D[LPDE�6)/��DUD�O-IXOMHWW�WD¶�WDJřULI� 

*řDOIHMQ�2ELOWR[D[LPDE�6)/�œLH�DZWRUL]]DW�IO-8(" 

L-DQWUDŉH�LQDODWRUMD�KLMD�PDUGD�OL�WLSSHULNROD�O-řDMMD�X�OL�WZDVVDO�JřDOO-PHZW�I¶�����WDO-NDĪLMLHW��
*řDONHPP�LW-WLITLJřDW�QDWXUDOL�KXPD�UDUL�řDIQD��O-LQIH]]MRQLMLHW�MLVWJřX�MVHřřX�EL�ĪEDOO�I¶ODERUDWRUML�IHMQ�
LNXQX�THG�MLœX�VWXGMDWL�O-EDWWHUML��X�O-DQWUDŉH�WLVWD¶�WLQWXĪDWD�I¶DWWDNNL�WHUURULVWLŉL��0LQřDEED�OL�Q-numru 
tal-NDĪLMLHW�KXZD�GDTVKHNN�ED[[�X�O-LQIH]]MRQL�E¶PRG�GHOLEHUDW�WDO-LQGLYLGZL�KLMD�ZLVT�SHULNROXĪD��
PKXZLH[�IDWWLEEOL�OL�MLWZHWWTX�VWXGML�WDO-PHGLŉLQD�IXT�LO-persuni. L-LVWXGML�IXT�O-annimali wrew li l-
PHGLŉLQD�KLMD�HIIHWWLYD�ELH[�WLNNXUD�O-DQWUDŉH�X�WLSSUHYMHQL�O-mewt, u huwa mistenni li Obiltoxaximab 
6)/�VH�MDřGHP�EO-istess mod fuq il-SHUVXQL��)¶GDN�OL�MLNNRQŉHUQD�V-sigurtï¿½, l -HIIHWWL�VHNRQGDUML�WD¶�
Obiltoxaximab SFL I¶SHUVXQL�E¶VDřřLWKRP�KXPD�QRUPDOPHQW�řILHI�MHZ�PRGHUDWL��*řDOGDTVWDQW��O-
$œHQ]LMD�GGHŉLGLHW�OL�O-EHQHILŉŉML�WD¶�2ELOWR[D[LPDE�6)/�KXPD�DNEDU�PLU-ULVNML�WLHJřX�X�OL�MLVWD¶�MLœL�
DZWRUL]]DW�JřDOO-XĪX�IO-UE. 

2ELOWR[D[LPDE�6)/�NLHQ�DZWRUL]]DW�WDřW�³ŉLUNRVWDQ]L�WD¶�HŉŉH]]MRQL´��'DQ�PLQřDEED�OL�PD�NLHQ[�SRVVLEEOL�
OL�WLQNLVHE�LQIRUPD]]MRQL�NRPSOXWD�GZDU�2ELOWR[D[LPDE�6)/�PLQřDEED�U-raritï¿½ tal -PDUGD�X�PLQřDEED�
UDœXQLMLHW�HWLŉL��.XOO�VHQD��O-$œHQ]LMD�VHMUD�WLUULHĪDPLQD�NXOO�LQIRUPD]]MRQL�œGLGD�OL�VVLU�GLVSRQLEEOL�X din 
il-řDUVD�œHQHUDOL�WLœL�DœœRUQDWD�NLI�PHřWLHœ� 

/LHPD�LQIRUPD]]MRQL�JřDGKD�PLVWHQQLMD�JřDO�2ELOWR[D[LPDE�6)/" 

0LQřDEED�OL�2ELOWR[D[LPDE�6)/�œLH�DZWRUL]]DW�WDřW�ŉLUNRVWDQ]L�WD¶�HŉŉH]]MRQL��LO-NXPSDQLMD�OL�WTLHJřHG�
Obiltoxaximab SFL fis-suq se tipprovdi aktar data GZDU�PHWRGL�ELH[�MLWNHMMHO�NLI�LO-PHGLŉLQD�WLœL�
DVVRUELWD��PRGLILNDWD�X�WLWQHřřD�PLOO-œLVHP�IL�VWXGML�ILO-ODERUDWRUML��%DUUD�PLQQ�KHNN��JřDQGKD�WLœL�
SSUHĪHQWDWD�G-data dwar l-HIILNDŉMD�X�V-sigurtï¿½ tal -PHGLŉLQD�PDWXO�WLITLJřD�SRWHQ]MDOL�WDO-DQWUDŉe. 

;¶PLĪXUL�THJřGLQ�MLWWLHřGX�ELH[�MLœL�ĪJXUDW�O-XĪX�VLJXU�X�HIIHWWLY�WD¶�
2ELOWR[D[LPDE�6)/" 

Fis-VRPPDUMX�WDO-NDUDWWHULVWLŉL�WDO-prodott u fil-IXOMHWW�WD¶�WDJřULI�œHZ�LQNOXĪL�U-UDNNRPDQGD]]MRQLMLHW�X�O-
SUHNDZ]MRQLMLHW�OL�JřDQGKRP�LNXQX�VHJZLWL�PLOO-professMRQLVWL�ILO-qasam tal-kura tas-VDřřD�X�PLOO-
SD]MHQWL�JřDOO-XĪX�VLJXU�X�HIIHWWLY�WD¶�2ELOWR[D[LPDE�6)/� 

%řDO�ILO-NDĪ�WDO-PHGLŉLQL�NROOKD��LG-data dwar l-XĪX�WD
�2ELOWR[D[LPDE�6)/�KLMD�VVRUYHOMDWD�
kontinwament. L-HIIHWWL�VHNRQGDUML�UUDSSXUWDWL�E¶2ELOWR[D[LPDb SFL huma evalwati bir-reqqa u kull 
D]]MRQL�PHřWLHœD�KL�PHřXGD�ELH[�WLSSURWHœL�OLOO-SD]MHQWL� 
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,QIRUPD]]MRQL�RřUD�GZDU�2ELOWR[D[LPDE�6)/ 

$NWDU�LQIRUPD]]MRQL�GZDU�2ELOWR[D[LPDE�6)/�WLQVWDE�ILV-sit web tal-$œHQ]LMD��
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL 
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