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Obiltoxaximab SFL (obiltoxaximab) 
Az Obiltoxaximab SFL-re vonatkozï¿½ ï¿½ttekintï¿½s ï¿½s az EU -ban valï¿½ 
engedï¿½lyezï¿½sï¿½nek indoklï¿½sa  

Milyen tï¿½pusï¿½ gyï¿½gyszer az Obiltoxaximab SFL ï¿½s milyen betegsï¿½gek esetï¿½n 
alkalmazhatï¿½?  

Az Obiltoxaximab SFL-W�DQWLELRWLNXPRN�PHOOHWW�DONDOPD]]iN�D�W�GĘDQWKUD[��D�Bacillus anthracis QHYĦ�
baktï¿½rium ï¿½ltal okozott sï¿½lyos megbetegedï¿½s) kezelï¿½sï¿½re. A betegsï¿½g a spï¿½rï¿½k belï¿½legzï¿½sï¿½vel alaku l 
NL��D]RN�DNWtY�EDNWpULXPRNNi�IHMOĘGQHN�D�V]HUYH]HWEHQ��pV�NiURV�WR[LQRNDW�ERFViWDQDN�NL� 

$�J\yJ\V]HUW�D�W�GĘDQWKUD[�PHJHOĘ]pVpUH�LV�DONDOPD]]iN�RO\DQ�V]HPpO\HNQpO��DNLN�D�
EDNWpULXPVSyUiNNDO�WDOiONR]WDN��pV�DPLNRU�PiV�PHJIHOHOĘ�NH]HOpV�QHP�iOO�UHQGHONH]pVre. 

Az Obiltoxaximab SFL hatï¿½anyaga az obiltoxaximab.  

0LYHO�D]�DQWKUD[�ÄULWNiQDN´�PLQĘV�O��H]pUW�D]�2ELOWR[D[LPDE�6)/-t 2018. augusztus 24-ï¿½n „ritka 
EHWHJVpJ�HOOHQL�J\yJ\V]HUUp´��RUSKDQ�GUXJ��PLQĘVtWHWWpN��7RYiEEL�LQIRUPiFLy�D�ULWND�EHWHJVpJ�HOOHQL�
(orphan��VWiWXVV]DO�UHQGHONH]Ę�J\yJ\V]HUHNUĘO�LWW�WDOiOKDWy��ema.europa.eu/medicines/human/orphan-
designations/eu3182065. 

Hogyan kell alkalmazni az Obiltoxaximab SFL-t? 

Az Obiltoxaximab SFL csak receptre kaphatï¿½ ï¿½s olyan helyszï¿½nen kell beadni, ahol a sï¿½lyos allergiï¿½s 
UHDNFLyN�J\RUVDQ�NH]HOKHWĘN� 

Az Obiltoxaximab SFL-t vï¿½nï¿½ba adjï¿½k 90 percen ï¿½t tartï¿½ infï¿½ziï¿½ formï¿½jï¿½ban. A javasolt adag a beteg 
WHVWW|PHJpWĘO�I�JJ��$]�2ELOWR[D[LPDE�6)/�DONDOPD]iVD�HOĘWW�D�HOĘIRUGXOKDW��KRJ\�D�EHWHJQHN�
J\yJ\V]HUHNHW�DGQDN�D]�DOOHUJLiV�UHDNFLyN�PHJHOĘ]pVpUH�YDJ\�HQ\KtWpVpUH� 

Az Obiltoxaximab SFL-alkalmazï¿½sï¿½val kapcsolatban tovï¿½bbi informï¿½ciï¿½ï¿½rt olvassa el a 
betegtï¿½jï¿½koztatï¿½t, illetve kï¿½rdezze meg NH]HOĘRUYRViW�YDJ\�J\yJ\V]HUpV]pW� 

Hogyan fejti ki hatï¿½sï¿½t az Obiltoxaximab SFL?  

Az anthrax sï¿½lyos hatï¿½sait egy toxin okozza, amelyet az anthrax baktï¿½riumok termelnek. Az 
obiltoxaximab egy monoklonï¿½lis antitest, azaz egy fehï¿½rjetï¿½pus, amelyet ï¿½gy alkottak  meg, hogy 
N|WĘGM|Q�D]�DQWKUD[�WR[LQ�ÄDQWKUD[�SURWHNWtY�DQWLJpQQHN´�QHYH]HWW�UpV]pKH]��DPHO\�OHKHWĘYp�WHV]L�D�
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WR[LQ�V]iPiUD�D�VHMWHNEH�YDOy�EHMXWiVW��$]�DQWKUD[�SURWHNWtY�DQWLJpQKH]�N|WĘGYH�D�J\yJ\V]HU�
vï¿½rhatï¿½an megakadï¿½lyozza a toxin bejutï¿½sï¿½t a szervezet  VHMWMHLEH��LO\�PyGRQ�HQ\KtWL�YDJ\�PHJHOĘ]L�D�
tï¿½neteket.  

0LO\HQ�HOĘQ\HL�YROWDN�D]�2ELOWR[D[LPDE�6)/�DONDOPD]iViQDN�D�YL]VJiODWRN�
sorï¿½n?  

$]�iOODWNtVpUOHWHN�DODSMiQ�D]�2ELOWR[D[LPDE�6)/�KDWiVRVQDN�WHNLQWKHWĘ�D�W�GĘDQWKUD[�NH]HOpVpEHQ��$�
tï¿½neteket mutatï¿½ ï¿½llatoknï¿½l vï¿½gzett hï¿½rom vizsgï¿½latban a tï¿½lï¿½lï¿ ½si arï¿½ny30% ï¿½s 60% kï¿½rï¿½l volt az 
Obiltoxaximab SFL-lel kezelt ï¿½llatoknï¿½l, mï¿½g a placebo (hatï¿½anyag nï¿½lkï¿½li kezelï¿½s) esetï¿½ben ez az 
DUiQ\����pV����N|]|WW�YROW��(J\�RO\DQ�YL]VJiODWEDQ��DPHO\EHQ�IHUWĘ]|WW�illatok a tï¿½netek kialakulï¿½sa 
HOĘWW�NDSWiN�D�J\yJ\V]HUW�YDJ\�SODFHEyW��D�W~OpOpVL�DUiQ\�����pV������N|]|WW�PR]JRWW�D]�
2ELOWR[D[LPDE�6)/�DONDOPD]iVD�HVHWpEHQ��DWWyO�I�JJĘHQ��KRJ\�D]�iOODWRN�D�PHJIHUWĘ]ĘGpVW�N|YHWĘHQ�
milyen hamar kaptï¿½k meg a kezelï¿½st. A plac ebï¿½t kapï¿½ ï¿½llatok kï¿½zï¿½l mind elpusztult.  

Milyen kockï¿½zatokkal jï¿½r az Obiltoxaximab SFL alkalmazï¿½sa?  

Az Obiltoxaximab SFL leggyakoribb mellï¿½khatï¿½sai (10 beteg kï¿½zï¿½l legfeljebb 1- nï¿½l jelentkezhet) a 
fejfï¿½jï¿½s, a pruritus (viszketï¿½s), az urticaria (csalï¿½nkiï¿½tï¿½ s), a kiï¿½tï¿½s, a kï¿½hï¿½gï¿½s, az infï¿½ziï¿½ beadï¿½sï¿½nak 
KHO\pQ�MHOHQWNH]Ę�IiMGDORP��YDODPLQW�D�V]pG�OpV� 

Az Obiltoxaximab SFL alkalmazï¿½sï¿½val kapcsolatban jelentett ï¿½sszes mellï¿½khatï¿½s ï¿½s a korlï¿½tozï¿½sok 
teljes felsorolï¿½sa a betegtï¿½jï¿½koztatï¿½ban talï¿½lhatï¿½.  

Miï¿½rt engedï¿½lyeztï¿½k az Obiltoxaximab SFL forgalomba hozatalï¿½t az EU -
ban? 

$�W�GĘDQWKUD[�pOHWYHV]pO\HV�EHWHJVpJ��DPHO\�D]�HVHWHN����-ï¿½ban halï¿½lhoz vezet. Bï¿½r a termï¿½szetes 
MiUYiQ\RN�QDJ\RQ�ULWNiQ�IRUGXOQDN�HOĘ��D�EDNWpULXPRNDW�YL]VJiOy�ODERUDWyULXPRNEDQ�YpOHWOHQ�IHUWĘ]psek 
kialakulhatnak, ï¿½s az anthraxot terrortï¿½madï¿½sok sorï¿½n is bevethetik. Mivel az esetek szï¿½ma tï¿½lsï¿½gosan 
DODFVRQ\��D�V]iQGpNRV�IHUWĘ]pV�SHGLJ�W~OViJRVDQ�YHV]pO\HV��HPEHUHNQpO�QHP�OHKHW�D�J\yJ\V]HUUHO�
kapcsolatos vizsgï¿½latokat elvï¿½gezni. Az ï¿½llatkï¿½sï¿½rletek  igazoltï¿½k, hogy a gyï¿½gyszer hatï¿½sosan kezeli az 
DQWKUD[RW�pV�PHJHOĘ]L�D]�HOKDOiOR]iVW��$]�2ELOWR[D[LPDE�6)/�YiUKDWyDQ�D]�HPEHUHNQpO�LV�XJ\DQtJ\�IHMWL�
ki hatï¿½sï¿½t. A biztonsï¿½gossï¿½g tekintetï¿½ben az Obiltoxaximab SFL mellï¿½khatï¿½sai egï¿½szsï¿½ges embereknï¿½l 
ï¿½ltalï¿½ ban enyhï¿½k vagy kï¿½zepesen sï¿½lyosak. Az Eurï¿½pai Gyï¿½gyszerï¿½gynï¿½ksï¿½g megï¿½llapï¿½totta, hogy az 
2ELOWR[D[LPDE�6)/�DONDOPD]iViQDN�HOĘQ\HL�PHJKDODGMiN�D�NRFNi]DWRNDW��H]pUW�D�J\yJ\V]HU�
alkalmazï¿½sa az EU -EDQ�HQJHGpO\H]KHWĘ� 

Az Obiltoxaximab SFL-t „kivï¿½teles kï¿½rï¿½lmï¿½ nyek” kï¿½zï¿½tt engedï¿½lyeztï¿½k. Ez azt jelenti, hogy a betegsï¿½g 
DODFVRQ\�HOĘIRUGXOiVL�DUiQ\D�PLDWW�pV�WXGRPiQ\RV�RNRNEyO�QHP�OHKHWHWW�WHOMHV�N|UĦ�LQIRUPiFLyW�
J\ĦMWHQL�D]�2ELOWR[D[LPDE�6)/-UĘO��$]�(XUySDL�*\yJ\V]HU�J\Q|NVpJ�pYHQWH�IHO�OYL]VJiO�PLQGHQ�
ï ¿ ½jonnan ho ]]iIpUKHWĘ�LQIRUPiFLyW��pV�V]�NVpJ�HVHWpQ�DNWXDOL]iOMD�H]W�D]�iWWHNLQWpVW� 

Milyen informï¿½ciï¿½k vï¿½rhatï¿½k mï¿½g az Obiltoxaximab SFL -lel kapcsolatban? 

Mivel az Obiltoxaximab SFL forgalomba hozatalï¿½t kivï¿½teles kï¿½rï¿½lmï¿½nyek kï¿½zï¿½tt engedï¿½lyeztï¿½k, az 
Obiltoxaximab SFL-t forgalmazï¿½ vï¿½llalat tovï¿½bbi adatokat fog benyï¿½jtani a gyï¿½gyszer felszï¿½vï¿½dï¿½sï¿½nak, 
PyGRVXOiViQDN�pV�D�V]HUYH]HWEĘO�YDOy�NL�U�OpVpQHN�ODERUDWyULXPL�YL]VJiODWRN�VRUiQ�W|UWpQĘ�
PHJKDWiUR]iViUD�V]ROJiOy�PyGV]HUHNUĘO��7RYiEEi�EH�NHOO�Q\~MWDQL�D�J\yJ\V]HU�OHKHtsï¿½ges anthrax -
jï¿½rvï¿½ny idejï¿½n fennï¿½llï¿½ hatï¿½sossï¿½gï¿½ra ï¿½s biztonsï¿½gossï¿½gï¿½ra vonatkozï¿½ adatokat.  
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Milyen intï¿½zkedï¿½sek vannak folyamatban az Obiltoxaximab SFL biztonsï¿½gos 
ï¿½s hatï¿½kony alkalmazï¿½sï¿½nak biztosï¿½tï¿½sa cï¿½ljï¿½bï¿½l?  

Az Obiltoxaximab SFL biztonsï¿½gos ï¿½s hatï¿½k ony alkalmazï¿½sa ï¿½rdekï¿½ben az egï¿½szsï¿½gï¿½gyi szakemberek 
pV�D�EHWHJHN�iOWDO�N|YHWHQGĘ�DMiQOiVRN�pV�yYLQWp]NHGpVHN�IHOW�QWHWpVUH�NHU�OWHN�D]�DONDOPD]iVL�
HOĘtUiVEDQ�pV�D�EHWHJWiMpNR]WDWyEDQ� 

$]�2ELOWR[D[LPDE�6)/�DONDOPD]iViYDO�NDSFVRODWEDQ�IHOPHU�OĘ�LQIRUPiFLyNat – hasonlï¿½an minden mï¿½s 
gyï¿½gyszerhez – folyamatosan figyelemmel kï¿½sï¿½rik. Az Obiltoxaximab SFL alkalmazï¿½sï¿½val 
ï¿½sszefï¿½ggï¿½sben jelentett mellï¿½khatï¿½sokat gondosan ï¿½rtï¿½kelik, ï¿½s a biztonsï¿½gos ï¿½s hatï¿½kony 
alkalmazï¿½s ï¿½rdekï¿½ben a szï¿½ksï¿½ges intï¿½zkedï¿½seket meghozz ï¿½k.  

Az Obiltoxaximab SFL-lel kapcsolatos egyï¿½b informï¿½ciï¿½  

Az Obiltoxaximab SFL-lel kapcsolatban tovï¿½bbi informï¿½ciï¿½ az Eurï¿½pai Gyï¿½gyszerï¿½gynï¿½ksï¿½g honlapjï¿½n 
WDOiOKDWy��ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL. 
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