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Obiltoxaximab SFL (obiltoxaximabum) oy QO
36HKIHG SUR SGLSUDYHN 2ELIR[D[LPDE 6)/ D SUR EX) SGtSUDYAWUHJVIURY i Q

&O

&R IIH SGtSUDYHN 2ELNR[D[LPDE 6)/ D N pHPX VH %ﬁa’s{vi"

36tSUDYHN 2ELWNIR[D[LPDE 6)/ IH (pplYé SCtSUDYHN SRX&tYDQ& Y inaci s OppERX DQULELRILN\ N 0ppEC
SILFQIKR DQWUD[X FRA& IH ]i YD&Qp RQHPRFQCQt JSHVREHQp E cillus anthracis A30LFQt® JQDPHQi
&H GDQi RVRED VH WitPIIR RQHPRFQCQtP QDND]t YGHFKRYiQ U JH NWHUBFK VH Y WICIH Y\YLQRX DNILYQt

EDNWHULH D QiVIHGQC XYRIEXI!t ANRGILYp WRILQ\

R DQWUD[X X RVRE NWHUp VH GRVWDO\ GR NRQWDNIIX
Qi MQi YKRGQi 0ppED QHQt N GLVSR]LFL

7HQIR 0pplLY@ SGtSUDYHN VH SRX&tYi WDNp N SUHYHQFL Sfl
s WCPLIR EDNIHULI0QtPL VSRUDPL D Y SGtSDGHFK nw

36tSUDYHN 2ELR[D[LPDE 6)/ REVDKXIH 0ppLY X RELR[D[LPDE
$SQWUDL IH Y]iFQp RQHPRFQCQL D SGtSUDYHN 2ELNR[D[LPDE 6)/ E\) RJQDpHQ GQH  VUSQD NDNR
Apblye SGSUDYHN SUR Y1iFQi RQHPREQG 04t LQIRUPDFH R WRPIR Y]iFQpP RQHPRFQCQt QDIH]QHIH

JGH ema.europa.eu/medicines/hum% han-designations/eu3182065.

-DN VH SGtSUDYHN 2ELWR DE 6)/ SRXatYi"

9&GH! SGtSUDYNX 2ELWR[D[LP / WH Yi]iQ QD 0pNDGYNé SGHGSLY 36tSUDYHN E\ PC0 Eél SRGiYiQ
v PtVIC NGH IiH PR&Qp Uﬁ' DJRYDW QD ]iYD&Qp DIHUJLFNp UHDNFH
/

VH SRGiYi IRUPRX IHGQRUiJRYp LQIX]JH NDSiQt GR &t)\ SR GREX  PLOXW
QD WEIHVQp KPRIQRVIL SDFLHQID 3CHG SRGiQtP SGtSUDYNX 2ELWR[D[LPDE 6)/ IH
DI OppLYp SGtSUDYN\ N SUHYHQFL DOHUJLFNEFK UHDNFt QHER IHILFK RPH]HQt

3GtSUDYHN 2ELMR[D[L
DoporupHQi Gi¥\D
PR&Qp SDFLHQUH

OtFH LQIRUPDFt RASRXAtY iQt SGtSUDYNX 2ELNR[D[LPDE 6)/ QDIH]QHIH Y SGtEDIRYp LQIRUPDFL QHER VH
REUDGIIH QD VYpPKR 0pNDGH pL 0pN i UQEND

-DN SGtSUDYHN 2ELWR[D[LPDE 6)/ SHVREt"

=iYDAQp ~pLQN\ DQWUD[X IWRX JSHVREHQ\ WR[LQHP NWHU& EDNWHULH JSAVREXItFt DQIUD[ SURGXNXIt
2EWMR[D[LPDE IH PRQRNIRQ#0Qt SURIOFWND FRA IiH W\S ENRYLQ\ NWHUi ENID Y\YLQXWD WDN DEN VH QDY i]DID
QD VOR&NX WR[LQX DQWUD[X JYDQRX ASURIHNILYQt DQULIHQ DQIUD[XZ NIHUE XPRAEXIH YVIXS WR[LQX GR EXQCN
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36HGSRN0iGi VH &H QDYi]iQtP VH QD SURWHNILYQt DQWLIHQ DQWUD[X OppLYR JDEUDEXHH YVIXSX WR[LQX GR
EXQCN WCID ptP& JTPtUEXIH SGtJQDN\ QHER WP SGHGFKi]t

-DNp SG6tQRV\ SGtSUDYNX 2ELR[D[LPDE 6)/ ENO\ SURNi]1iQ\ Y SUAECKX VIIXGLt"

1D JiNIDGC VWXGLt QD JYt6DWHFK WH SGtSUDYHN 2ELWR[D[LPDE 6)/ SRYD&RYiQ Y Ui PFL 0ppE\ SILFQtKR
DQWD[X ID ~plQQé 9 UiPFL  VWXGLt X LQILNRYDQ&FK JYt6DW V SGtJQDN\ VH PtU\ SGHALIE SRK\ERYDI\

v UR]PH]t SCLEIAQC RG do 60 X SGtSUDYNX 2ELMR[D[LPDE 6)/ YH VURYQiQtV D& 9% u placeba
QH~PLQQPKR SGtSUDYNX  9H WWXGLL YH NWHUp EN0 LQILNRYDQEP JYtGDWHP SRGiYiQ (pplYé SGtSUDYHN QHER
pIDFHER WHAWC SGHG WitP QHA VH SURIHYLO\ SGtJQDN\ VH PtUD SGH&LWt SRK\ERYDID RG  do 100  SGL
XAtYiQt SGtSUDYNX 2ELMR[D[LPDE 6)/ Y TiYLVIRVIL QD WRP D DN GIRXKR SR QDNDé&@oD X TYtGDW
DK ilHQD 0ppED SGLpHP& TH YD NWHUEP ENOR SRGiYiQR SIDFHER QHSGHALR p

-DN1i ULJLND MVRX VSRHIHQD V SGtSUDYNHP 2ELWR[D[LPDE 6

1 IVRX EROHWW KDY\ SUXULIXV VYCGCQt NRSGLYND VYCGLYi Y\Uid UidND NDael, bolest v PtWIC
DSILNDFH LQIX]H D SRFLW ] YUDIL .

1HIpDWICHALPL QH&T GRXFtPL ~pLQN\ SCtSUDYNX 2ELWR[D[LPDE 6)/ NWH@ SRVILKQRXW D&  RVREX

0S0Qé VH]QDP QH&iGRXFtFK ~pLQNH D RPH]HQt SGtSUDYNX 2ELOM DE 6)/ IH XYHGHQ Y SGtEDIRYp

informaci. @

1D JiNODGC pHKR EN\0 SGtSUDYHN 2ELOWR|;%\ E 6)/ UHILVWRYIQ Y (8"

30LFQt DQWUD[ IH &LYRW RKURAXItFt RQHPRFQCQt NWHUp? SGtSDGH YHGH N ~PUlit , NG\& VH SGLUR]HQi
Y]SIDQXt QENDT\ YAVNNIXIt YHOPL J6tGND PHaH QMEBDMQRX QiKRGRX GRItH N YEVN\IX LQIHNFt

v DERUDIRGFK  NIWHUp W\WR EDNWHULH JNRXPDiit [ PH&H E&ll SRXALN SCL WHURULVILFNEFK ~WRFtFK
9]hledem k IRPX &H SRpHIl SGtSDGH IIH WDN QfIN& D ~P\VIQp LQILNRY iQt RVRE WH SGtild QHEH]SHPQp QHQt
PR&Qp SURYpVIH VIIXGLH WRKRIR 0ppLYpKR SETSUDYNX X 0lGt GWXGLH QD JYtEDIHFK SURNiTDON &H WHQIR OpplYé
SGtSUDYHN IH ~plQQ& Y tpbEC DQIUD[X D L ~PUlit D SGHGSRN0iGi VH &H SGtSUDYHN 2ELWR[D[LPDE
6)/ EXGH X (LGt SHVRELI VIHIQeP ]SHV = KOHGLVND EH]SHPQRVIL IVRX QHA&iGRXFt ~pLQN\ SGtSUDYNX
2EWNR[D[LPDE 6)/ X JGUDY&FK thEEY\ PtUQp D& WWEHGQE 1iYD&Qp $JIHQUXUD SURWR URJKRGID &H

SGtQRV\ SGtSUDYNX 2ELNR[D[LP SGHY\A&XIt JHKR UJIND D PH&H WDN E&W UHJLVWURYiQ N SRXA&LWt Y EU.

36GtSUDYHN 2ELIR[D[LPDE 6) HJILVWURY iQ 1D AYélLPHpQ&FK RNRIQRWIt3 QHERG Y]KIHGHP NH Y]iFQp
SRYD]H WRKRIWR RQHPRFQC HILFN&FK GHYRGH QHE\IR PR&Qp R SGtSUDYNX 2ELWR[D[LPDE 6)/ JtVNDW
~SiQp LQIRUPDFH $JH %ﬁéGRURbQC Y\KRGQRIt IDNpNRIL QRYp LQIRUPDFH D WHQWR SGHKIHG EXGH SRGIH
SRUWGHEN\ DNWXDILJRXi

N

-DNp LQIRU ?TR SGtSUDYNX 2ELWR[D[LPDE 6)/ QHE\O\ GRVXG SGHGOR&HQ\™

-HILNR& SGtSUDYHN 2ELWR[D[LPDE 6)/ EN0 UHJLVIURYiQ ]D YelLPHpQEFK RNRIQRVIIt VSRIHPQRVI NWHUi
SGtSUDYHN 2ELMR[D[LPDE 6)/ GRGiYi QD WK SCHGIR&t GDU&t ~GDIH R PHIRGiFK PCGHQt WRKR DN NH
SGtSUDYHN Y 0DERUDWRUQEFK VIXGLIFK YVWGHEiYiQ PRGLIINRYiQ D RGVWUDERYiQ ] WCID 1DYtF E\ PCI\ Eéll
SGHGIR&HQ\ ~GDIH R ~pLQQRVIL D EH]SHPQRVIL 0ppLYPKR SGtSUDYNX SGL PRAQpP SURSXNQXIit DQWUD [X

-DNi RSDIGHQt IVRX XSIDWERY iQD N JDILANCQt EH]SHPQPKR D ~pLQQpKR
SRXAtY i Qt SGtSUDYNX 2ELMWR[D[LPDE 6)/"

"R VRXKUQX ~GDIF R SGtSUDYNX D SGtEDIRYp LQIRUPDFH EXOD JDKUQXID GRSRUXpHQt D RSDIGHQt SUR EH]SHPQp
D ~plQQp SRX&tYiQt SGSUDYNX 2ELNR[D[LPDE 6)/ NiHUi E\ PCID Eéll GRGU&RYiQD JGUDYRIQLFNEPL
SUDFRYQIN\ L SDFLHQIN
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-DNR X Y&HFK 0pplY&FK SGtSUDYNH IVRX ~GDWH R SRX&tY iQt SGtSUDYNX 2ELMR[D[LPDE 6)/ SUHEC&QC
VIHGRYiQ\ 1HA&iGRXFt ~pLQN\ QDK0i&HQp Y souvislosti s SGtSUDYNHP 2ELWR[D[LPDE 6)/ IVRX SHpILYC
KRGQRFHQ\ D IVRX XpLQCQD YHaNHUi QH]ENWQi RSDWGHQt DEN ENIR FKUiQCQR JGUDYt SDFLHQWA

" D04t LQIRUPDFH R SGtSUDYNX 2ELWR[D[LPDE 6)/

" D04t LQIRUPDFH R SGtSUDYNX 2ELWR[D[LPDE 6)/ IWRu k GLVSR]LFL QD LQWHUQHWRY&FK VWU iQNiFK DJHQWXU\ QD
adrese ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL.
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