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YR WH 0LHN 2ELWR[D[LPDE 6)/ D QD pR VD SRXatYD"

2EUIR[DLPDE 6)/ IH AN NIRUE VD SRX&tYD VSRIX V DQILEIRINDPLQD'SHPEX LQKDIDPQPKR DQIUDLX
11 YDAQPKR RFKRUHQLD VS{VREHQPKR EDNIpUDPL Bacillus anthracig§y»OKDIDpQé JQDPHQi &H RVRED GRVWDQH
FKRUREX YGEFKQXItP VSyU NWRUp VD Y\YLQ~ GR DNIitYQ\FK EDN WIHH D XYRIEXI~ ANRGILYp WR[tQ\

/LHN VD SRXAtYD Dl QD SUHYHQFLX LQKDIDpQPKR DQIUD[X X RV@IWRUp SUL&L GR NRQWDNWX V EDNiipULDPL
VSyU\ D DN QLH IiH N GLVSR]tFLL &.DGQD Qi YKRGQi (LHPE

2EWNR[D[LPDE 6)/ REVDKXIH (LHpLYR RELWR[D[LPD

Antrax je zrlHGNDYp RFKRUHQLH D SUHWR ER0 (LH [D[LPDE 6)/ DXJIXVID R]QDpHQé 1D WY
0LHN QD RMHGLQHIp RFKRUHQLD CD0alH LQIRUP i FL QDpHQt 0LHNX D liek na RIHGLQH)p RFKRUHQLD P{aHiH
QilvVG WX ema.europa.eu/medicines/human/orphan-designations/eu3182065.

$NR VD 0LHN 2ELWR[D[LPDE @ RX&tYD"

9&GDI (LHNX 2ELWR[D[LPDE 6)/ I @Qé QD OHN#UVN\ SUHGSLV D Pi VD SRGiYDG QD PLHVIH NGH IIH
PRAQp UBFKIR ILHpLG ] YDAQRDIHOI(FNp UHDNFLH

WHOHVQHY K PRIQRVIL SDFLHQUD 3UHG SRGDQtP (LHNX 2ELWR[D[LPDE 6)/ P{&X

/IHN 2EWIR[D[LPDE 6)/ VD sz YR IRUPH NHGQHI LQI~]IH QD kvapkanie) do 80\ Y WYDQt  KRGtQ
2GSRU~pDQi GiYND JiYLV
SDFLHQIL GRVIDG 0LHN\ 3 YHQFLX DIHER JPLHUQHQLH DOIHUJLFNEFK UHDNFLt

OLDF LQIRUPIFLt R t LHNX 2ELWR[D[LPDE 6)/ VL SUHptWDIWH Y StVRPQHN LQIRUP §FLL SUH SRXatYDWHDD
alebo kontaktuj jho lekga alebo lekgpika.

$NeP VS@ERP OLHN 2ELWR[D[LPDE 6)/ ~pLONXVH""

:iYDéwQN\ DQWUD[X V~ VS{VREHQp WR[tQRP NIIRU& Y\IIY iUDIi~ EDNlipUlH DQIUD[X 2ELWR[D[LPDE WH
PBQ»@)iOQD SURILOWND W\S SURKHIQX NWRU& ER0 QDYUKQXI@ IDN &H VD QDYLD&H QD J0RANX DQWUD[RYpPKR

IR [t’Q‘QD]éYDQpKR RFKUDQQé DQILIpQ DQIUDLX NIRUE XPRAEXIH IR[tQX SUHQLNQ~G GR EXQlek. Predpokladg:
Nﬂ ILHN QDYLD]DQtP VD QD RFKUDQQ& DQILIpQ DQIUD[X EUiQL WR[tQX SUHQINQ~G GR EXQLHN WHID ptP VD
JPLHUEXI~ SUtJQDN\ DIHER VD LP JDPHG]XIH
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$Np SUtQRV\ OLHNX 2ELOWR[D[LPDE 6)/ ER(IL SUHXNi]DQp Y aw~GLiFK"

Liek Obiltoxaximab SFL sa na ]iNIDGH &I~GLt QD JYLHUDWiFK SRYD&XIH ]D ~pLQQé SUL LHPEH LQKDIDPQPKR
DQWD[X 9 &l~GLiFK X LQILNRYDQ&FK JYLHUDI VR VAPSliyPDPL VD PLHUD SUHALILD SRK\ERYDID SULECLAQH
PHG]L D& SUL SRXALlt LHNX 2ELWR[D[LPDE 6)/ Y SRURYQDQtV D& SUL SRXALlt placeb

JGDQILYPKR 0LHNX O &li~GLL Y NWRUHI LQILNRYDQp JYLHUDWi GRVIDIL 0LHN DOHER SIDFHER SUHG Y]QINR @
VAPSIlyPRY SUH&LILH ERIR Y URJVDKX D& SUL SRX&tYDQt (LHNX 2ELWR[D[LPDE 6)/ Y ] &vw

NWRUp GRWiYDIL SIDFHER

$Np UL]LNi VD VSilDi~ V SRX&tYDQtP 0LHNX 2ELMWR [D[LPDE 6)/'@

1DUpDVWHIALH YHGEDNALH ~pLQNN\ 0LHNX 2ELWR[D[LPDE 6)/ NWRUp P{&X SRVILKQ~G B REX ] V~ ERIHVG
hlavy, pruritXV VYUEHQLH XUINiULD VYUELYi Y\Ui&\ND Y\UidND ND&HD ERG»—@ SMVIH SRGDQLD LQI~]LH

a ziraty. &

=R]QDP Y&HIINEFK YHGIDNAtFK ~pLQNRY SRTJRURYDQEFK SUL SRXAtYDQt IHNX2ELWR[D[LPDE 6)/ D zoznam
YAHINEFK REPHG]HQt VD QDFKiG]D Y StVRPQHI LQIRUP iFLL SUH pRX&tY

3UHPR ERO0 0LHN 2ELOWR[D[LPDE 6)/ SRYRIHQé Y

,QKDODpQ& DQWUD[ NH RFKRUHQLH RKUR]XIi~FH &LYRW NIRUp YH ZPUILX Y 50  SULSDGRY $Il NHE
SULURGTHQ&@ Y&VN\W HSLGpPLt IH YHIPL JUHGNDYE LQIHNFL CQ&X Y\VN\IIQ~6 SUL QHKRGH Y 0DERUDIyULiFK
sk~PDI~FLFK EDNWpULH D DQIUD[ E\ VD PRKR) SRXAL6 %VWLFN(%FK ~WRNRFK . HG&H SRpHIl SUtSDGRY IIH
WIDN& QtJN\ D ]i PHUQH QDNDJHQLH NHGQRWLYFRY IiH S S&tﬁH]SHpr All~GLH 0LHNX X DXGt QLH V~
UHDILJRYDIHIQp 9 &li~GLiFK QD JYLHUDWiFK VD SU % &H OLHN WH ~pLQQé SUL 0LHPEH DQWUD[X D SUL
SUHYHQFLL ~PUILD D RpDNiYD VD &H OLHN 2ELOIR E 6)/ EXGH X IXGt ~pLQNRYDG URYQDNEP VS{VRERP
3RNLDY LGH R EH]SHPQRVG YHGODIALH ~pLQN\ (LHNXNRELWR[D[LPDE 6)/ X JGUDY&FK RV{E V~ JY\PDIQH PLHUQH
DOHER VWUHGQH ]iYD&Qp $JHQI~UD SUHIR XVRELD &H SUtQRV\ OLHNX 2ELWR[D[LPDE 6)/ V~ YIpalH DNR ULJNi
VSRIHQp V IHKR SRX&YDQtP D &H 0LHN P G SRYRIHQ@ QD SRX&tYDQIH Y (O

7HQIR 0LHN ER0 SRYRIHQé 1D I]Y PL Q\FK RNROQRWIit -H IR SUHWR &H QHERIR PRAQp JtVNDG ~SiQp
informgie o LHNX 2ELWR[D[LPD 1 G{YRGX Y]iFQRVIL RFKRUHQLD D z HWLFNEFK G{YRGRY $JHQI~UD
ND&Gé URN SUHKRGQRFXIH YAHUN\'@RYp GRVIXSQp LQIRUP iFLH D SRGID SRIUHEN DNWXDIL]XIH WHQUR V~KUQ

$Np LQIRUP iFLH R o@x 2ELWR [D[LPDE 6)/ GRVLDD QHER(L SUHGIR&HQpP""

-HG&H ILHN 2ER[D[L Q)/ ER) SRYRIHQ& ]D PLPRUDGQ\FK RNRIQRVIit VSRIRPQRVG NWRUi OLHN
2EWNR[D[LPDE 6)/ D QD WK SRVN\IIQH ¢D0ALH ~GDIH R PHIlyGDFK PHUDQLD VS{VREX DEVRUSFLH (LHNX
IHKR JPHQ\ D Y\@LD 7 WHID Y ODERUDWYUQ\FK &li~GLiFK 2NUHP IIRKR NH SRIVHEQp SUHGIRALG ~GDIH R
~pLQQRVIL D E@HDQRVWL ILHNX SRpDV PR&QPKR Y\SXNQXHLD DQUUD[X

$Np RSDWUHQLD VD SULtP DN~ QD EH]SHPpQp D ~pLQQp SRXatYDQLH 0LHNX
2ELW LPDE 6)/"

L 4
Na bQp D ~pLQQp X&tYDQLH ILHNX 2EWNR[D[LPDE 6)/ ERIL GR V~KUQX FKDUDNIHULVILFN&FK YODVIQRVIt
a StYRPQHIl LQIRUP i FLH SUH SRX&tYDIHID JDKUQXHp RGSRU~pDQLD D RSDWUHQLD NIWRUp PDii~ JGUDYRIQFNL
SUDFRYQtFL D SDFLHQIL GRGU&LDYDG

7DN DNR SUL YAHWNEFK 0LHNRFK DIl ~GDIH R SRX&tYDQt (LHNX 2ELWR[D[LPDE 6)/ VD QHXVWi0H NRQWURIXII~
OHGIDNALH ~pLON\ K0iVHQp SUL ILHNX 2ELWR[D[LPDE 6)/ VD G{NIDGQH KRGQRILD D JDEH]SHpXli~ VD DNpNROYHN
QHY\KQXIIQp NURN\ QD RFKUDQX SDFLHQWRY
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CD0aLH LQIRUP iFLH R 0LHNX 2ELWR[D[LPDE 6)/

CDUALH LQIRUP iFLH R ILHNX 2ELMWR[D[LPDE 6)/ VD QDFKiG]DlI~ QD webovej VIUi QNH DIHQW~U\
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL
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