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Obiltoxaximab SFL (obiltoksaksimab) 
Pregled informacija o lijeku Obiltoxaximab SFL i zašto je odobren u EU-u 

Što je Obiltoxaximab SFL i za što se koristi? 

2ELOWR[D[LPDE�6)/�OLMHN�MH�NRML�VH�SULPMHQMXMH�X�DQWLELRWVNRP�OLMHþHQMX�LQKDODFLMVNRJ�DQWUDNVD��R]ELOMQH�
bolesti koju uzrokuje bakterija Bacillus anthracis��Ä,QKDODFLMVNL´�]QDþL�VH�RVRED�WRP�EROHãüX�PRåH�
zaraziti udisanjem spora koje se razvijaju u aktivne bakterije u tijelu i otpuštaju štetne toksine. 

/LMHN�VH�SULPMHQMXMH�L�]D�VSUHþDYDQMH�LQKDODFLMVNRJ�DQWUDNVD�X�RVRED�NRMH�VX�ELOH�X�GRGLUX�V�
EDNWHULMVNLP�VSRUDPD�WH�DNR�QLMH�GRVWXSQD�GUXJD�RGJRYDUDMXüD�WHUDSLMD� 

2ELOWR[D[LPDE�6)/�VDGUåL�GMHODWQX�Wvar obiltoksaksimab. 

Antraks je rijetka bolest, a lijek Obiltoxaximab SFL dobio je status „lijeka za rijetku bolest” 24. 
NRORYR]D�������9LãH�LQIRUPDFLMD�R�VWDWXVX�OLMHND�]D�ULMHWNX�EROHVW�PRåHWH�QDüL�RYGMH��
ema.europa.eu/medicines/human/orphan-designations/eu3182065. 

Kako se Obiltoxaximab SFL primjenjuje? 

/LMHN�2ELOWR[D[LPDE�6)/�L]GDMH�VH�VDPR�QD�UHFHSW�L�WUHED�JD�GDYDWL�X�RNUXåHQMX�X�NRMHP�MH�GRVWXSQR�
EU]R�OLMHþHQMH�teških alergijskih reakcija. 

2ELOWR[D[LPDE�6)/�GDMH�VH�NDR�MHGQD�LQIX]LMD�X�YHQX��XNDSDYDQMH��WLMHNRP����PLQXWD��3UHSRUXþHQD�
GR]D�RYLVL�R�WMHOHVQRM�WHåLQL�EROHVQLND��3ULMH�SULPMHQH�OLMHND�2ELOWR[D[LPDE�6)/�EROHVQLFL�PRJX�SULPLWL�
OLMHN�]D�VSUHþDYDQMH�LOL�XEODåDYDQMH�DOHUJLMVNLK�UHDNFLMD� 

=D�YLãH�LQIRUPDFLMD�R�SULPMHQL�OLMHND�2ELOWR[D[LPDE�6)/�SURþLWDMWH�XSXWX�R�OLMHNX��RGQRVQR�REUDWLWH�VH�
OLMHþQLNX�LOL�OMHNDUQLNX� 

Kako djeluje Obiltoxaximab SFL? 

Ozbiljne posljedice antraksa uzrokuje toksin koji proizvode bakterije antraksa. Obiltoksaksimab je 
monoklonsko protutijelo, vrsta proteina namijenjena vezivanju za sastavnicu toksina antraksa pod 
QD]LYRP�Ä]DãWLWQL�DQWLJHQ�DQWUDNVD´�NRML�WRNVLQX�RPRJXüXMH�GD�XÿH�X�VWDQLFH��9H]LYDQMHP�QD�]DãWLWQL�
DQWLJHQ�DQWUDNVD�RþHNXMH�VH�GD�üH�OLMHN�]DXVWDYLWL�XOD]DN�WRNVLQD�X�VWDQLFH�WLMHOD��SUL�þHPX�VH�VLPSWRPL�
XEODåDYDMX�LOL�VSUHþDYDMX� 
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.RMH�VX�NRULVWL�RG�OLMHND�2ELOWR[D[LPDE�6)/�XWYUÿHQH�X�LVSLWLYDQMLPD" 

1D�WHPHOMX�LVSLWLYDQMD�SURYHGHQLK�QD�åLYRWLQMDPD��OLMHN�2ELOWR[D[LPDE�6)/�VPDWUD�VH�XþLQNRYLWLP�X�
OLMHþHQMX�LQKDODFLMVNRJ�DQWUDNVD��8�WULPD�LVSLWLYDQMLPD�QD�]DUDåHQLP�åLYRWLQMDPD�VD�VLPSWRPLPD��VWRSH�
SUHåLYOMHQMD�YDULUDOH�VX�RG�RWSULOLNH��� % i 60 % s lijekom Obiltoxaximab SFL naspram 0 % do 6 % s 
placebom (priYLGQLP�OLMHþHQMHP���8�LVSLWLYDQMX�X�NRMHP�VX�]DUDåHQH�åLYRWLQMH�SULPDOH�OLMHN�LOL�SODFHER�
SULMH�UD]YRMD�VLPSWRPD��VWRSH�SUHåLYOMHQMD�YDULUDOH�VX�L]PHÿX��� % i 100 % s lijekom Obiltoxaximab 
6)/��RYLVQR�R�WRPH�NROLNR�VX�åLYRWLQMH�EU]R�SULPLOH�WHUDSLMX�QDNRQ�ãWR�VX�]DUDåHQH��QDVSUDP�QLMHGQH�
åLYRWLQMH�RG�RQLK�NRMH�VX�SULPLOH�SODFHER� 

Koji su rizici povezani s lijekom Obiltoxaximab SFL? 

1DMþHãüH�QXVSRMDYH�OLMHND�2ELOWR[D[LPDE�6)/��NRMH�VH�PRJX�MDYLWL�X�PDQMH�RG���QD����RVRED��MHVX�
JODYREROMD��SUXULWXV��VYUEHå���urtikarija (osip koji svrbi), osip, kašalj, bol na mjestu primjene infuzije i 
omaglica. 

3RWSXQL�SRSLV�QXVSRMDYD�L�RJUDQLþHQMD�SUL�SULPMHQL�OLMHND�2ELOWR[D[LPDE�SRWUDåLWH�X�XSXWL�R�OLMHNX� 

Zašto je lijek Obiltoxaximab SFL odobren u EU-u? 

Inhalacijski antrakV�EROHVW�MH�RSDVQD�SR�åLYRW�NRMD�UH]XOWLUD�VPUüX�X��� ��VOXþDMHYD��3UHPGD�VX�
SULURGQD�L]ELMDQMD�EROHVWL�YUOR�ULMHWND��GR�LQIHNFLMD�PRåH�GRüL�VOXþDMQR�X�ODERUDWRULMLPD�X�NRMLPD�VH�
EDNWHULMD�LVWUDåXMH�WH�VH�DQWUDNV�PRåH�XSRWUHEOMDYDWL�X�WHURULVWLþNLP�QDSDGLPD��%XGXüL�GD�MH�EURM�
VOXþDMHYD�WDNR�QL]DN��D�QDPMHUQR�LQILFLUDQMH�SRMHGLQDFD�MH�SUHRSDVQR��SURYRÿHQMH�LVSLWLYDQMD�OLMHND�QD�
OMXGLPD�QLMH�L]YHGLYR��,VSLWLYDQMD�QD�åLYRWLQMDPD�SRND]DOD�VX�GD�MH�OLMHN�XþLQNRYLW�X�OLMHþHQMX�DQWUDNVD�L�
VSUHþDYDQMX�VPUWQRJ�LVKRGD�WH�VH�RþHNXMH�GD�üH�OLMHN�2ELOWR[D[LPDE�6)/�QD�VOLþDQ�QDþLQ�GMHORYDWL�NRG�
OMXGL��8�SRJOHGX�VLJXUQRVWL�SULPMHQH��QXVSRMDYH�OLMHND�2ELOWR[D[LPDE�6)/�NRG�]GUDYLK�RVRED�RELþQR�VX�
EODJH�LOL�XPMHUHQH��6WRJD�MH�$JHQFLMD�]DNOMXþLOD�GD�NRULVWL�RG�OLMHND�2ELOWR[D[imab SFL nadmašuju s 
QMLP�SRYH]DQH�UL]LNH�WH�GD�OLMHN�PRåH�ELWL�RGREUHQ�]D�SULPMHQX�X�(8-u. 

2ELOWR[D[LPDE�6)/�RGREUHQ�MH�X�ÄL]QLPQLP�RNROQRVWLPD´��5D]ORJ�WRPH�MH�QHPRJXüQRVW�GRELYDQMD�
SRWSXQLK�LQIRUPDFLMD�R�OLMHNX�2ELOWR[D[LPDE�6)/�]ERJ�PDOH�XþHVWDORVWL�EROHVWL�L�L]�HWLþNLK�UD]ORJD��6YDNH�
godine Europska agencija za lijekove procjenjuje sve nove informacije koje postanu dostupne te se 
RYDM�SUHJOHG�LQIRUPDFLMD�SR�SRWUHEL�DåXULUD� 

.RMH�VH�MRã�LQIRUPDFLMH�RþHNXMX�R�OLMHNX�2ELOWR[D[LPDE�6)/" 

%XGXüL�GD�MH�2ELOWRxaximab SFL odobren u iznimnim okolnostima, tvrtka koja stavlja lijek 
Obiltoxaximab SFL u promet mora dostaviti dodatne informacije o mjerenjima metoda apsorpcije i 
prilagodbe lijeka te uklanjanja lijeka iz tijela u laboratorijskim ispitivanjima. Usto je potrebno i dostaviti 
SRGDWNH�R�XþLQNRYLWRVWL�L�VLJXUQRVWL�SULPMHQH�OLMHND�WLMHNRP�SRWHQFLMDOQH�HSLGHPLMH�DQWUDNVD� 

.RMH�VH�PMHUH�SRGX]LPDMX�NDNR�EL�VH�RVLJXUDOD�VLJXUQD�L�XþLQNRYLWD�
primjena lijeka Obiltoxaximab SFL? 

Preporuke i mjere opreza kojih se zdravsWYHQL�UDGQLFL�L�EROHVQLFL�WUHEDMX�SULGUåDYDWL�X�FLOMX�VLJXUQH�L�
XþLQNRYLWH�SULPMHQH�OLMHND�2ELOWR[D[LPDE�6)/�QDOD]H�VH�X�VDåHWNX�RSLVD�VYRMVWDYD�L�X�XSXWL�R�OLMHNX� 

Kao i za sve lijekove, podatci o primjeni lijeka Obiltoxaximab SFL kontinuirano se prate. Nuspojave 
SULMDYOMHQH�]D�OLMHN�2ELOWR[D[LPDE�6)/�SDåOMLYR�VH�SURFMHQMXMX�L�SRGX]LPDMX�VH�SRWUHEQH�PMHUH�]D�]DãWLWX�
bolesnika. 
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Ostale informacije o lijeku Obiltoxaximab SFL 

Više informacija o lijeku Obiltoxaximab SFL dostupno je na internetskim stranicama AgHQFLMH��
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL 
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