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Obiltoxaximab SFL (obiltoxaximab) XN

RDUVD eHQHUDIL (HNQ 2ELWR[D[LPDE 6)/ X JrDIIHIQ KXZD DZWRUL] 1DW 10-UE
;ILOKX 2ELMR[D[LPDE 6)/ X J¥D0 [LH[ MQUXTD" "\"

2EIWR[D[LPDE 6)/ KXZD PHGLnLQD 0L WLQWXTD PD{ NXUD DQULELIRWLN -kura tal-DQWUDNnH LQDODWRUND

PDUGD VHUID NNDZTDWD PLI-EDWHUIL Bacillus anthracis 3,QDOD VVHU (L 0-SHUVXQD WHFX 0-marda billi
man-QLIV WLeEHG VSRUL (L MLTYLIXSSDZ IEDWHUNi attivi fil-celV LODL[DZ WRVVLQL SHULNROXTL

11-PHGLNLQD WLQWXTD ZNRX ELH[ WLSSUHYIHQL DQWUDNH LQDID! VXQL (L INXQX @HZ IINXQUDI P D-ispori
tal-EDIHUIL X PHWD 0-HEGD NXUD [LHUTD R¥FUD PD IINXQ 0L

Obiltoxaximab SFL fih is-VXWWDQ]a attiva obiltoxaxj

L-DQWUDNH KWID UDUL X 2EIWR[D[LPDE 6)/ elH GHQRPIQDIW E¥DID 3PHGLNLQD RUIQL™ PHGLNLQD 0L WQUXTD
IfPDUG UDUL 10-24 WDf Awwissu $NIDU L N]]MRQL GZDU LG-GHQRPLQD]JVRQL RUIQL WLQWDE KDZQ
ema.europa.eu/medicines/human/orphanh-designations/eu3182065.

-L1 MLQWXTD 2ELWR[D[LPDE 6

2EIR[D[LPDE 6)/ IVIDS HQNLYHE %ULhHWWD IiDY WDELE X J¥DQGX ILQJIFDWD 1SSRVI IHIQ UHDTJVRQUILHW
allHUeLnL VHYHUL MVIIFX NLeeX r\lﬁ LQOXILK

2ELIR[D[LPDE 6)/ ILQJ¥D
rakkomandata tiddepengdi
SDINHQWL MVWIFX ULQJF

D LQIXTURQL ZDFGD GULSS IL-YLQD IXT SHUIRGX WDf  PLQXWD ,G-GRTD
LSLT WD0-elVHP WiD0-SDIVHQW 4DEH) PD MQJF¥DID 2ELNR[D[LPDE 6)/ L-
HGLNLQL ELH[ MLSSUHYIHQX WHZ LQDTTVX U-UHD]JMRQUILHI DOOHUeLnL

*¥D0 DNWDU LQIRUP L GZDU 0-XTX WD| 2ELWR[D[LPDE 6)/ DUD 0-IX0MHWW WDJ WDJIFULI NHZ LNNXQWDWWMD 0LW-

WDELE WHZ 0L00-LVSLTVDUWLHJFHN

-LI NDFG ELWR[D[LPDE 6)/'"

L-effet L WD0-DQWUDNH KXPD NNDZTDIL PLQQ WRVVLQD (L 0-EDWWHUN. WD0-DQUWUDNH ILSSURGXnX 2ELNWR[D[LPDE
KX RUS PRQRNIRQDIL WLS WD{ SURWHLQD 0L WIDVVD( ELH[ WHFH0 PDY NRPSRQHQW WDW-tossina tal-DQWUDNH
P, 3DQWLeeHQH SURWHIWILY WDO0-DQWUDNH™ 0L NLSSHUPHWM i t-WRVVLQD WLGFRO ILn-nHWRWL  %L00L WHFH0O P DO-
ﬂHQH SURWHWILY WD0-DQWUDnH L0-PHGLNLQD KWD PLVWHQQLID 0L WZDTTDI (LW-WRVVLQD PLIOL WGFRO ILn-nHWOROL WDO-
Qi/HP X EIKHNN WQDTTDV WHZ WLSSUHYNHQL V-sintomi.
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X’inhuma I-EHQHILnnML WDY 2ELOWR[D[LPDE 6)/ 0L ¥DUeX PLO0-LVWXGML"

2ELWR[D[LPDE 6)/ KXZD NNXQVLGUDW HIILNDnL 1L0-NXUD WD{ DQWUDNH LQDODWRUD DEEDTL WD VWXGIL IXT 0-
DQQLPDIL )L WOLHW VIXGHL IXT DQQLPDIL LQIHWDIL ELV-sintomi, ir-UDWL WDf VRSUDYLYHQ]D YDUWIDZ EHNQ PDGZDU
30 u 60 % Ef2EIWR[D[LPDE 6)/ PHID PTDEEIDD PDf VD EL-SIDNHER NXUD ILQWD )L VWXGNX &
DQQLPDIL LQIHWMIDIL UnHYHZ L0-PHGLNLQD IHZ SIDNHER TDEH) PD TYLXSSDZ LV-sintomi, is-VRSUDYLYH %MDW
EHIQ X Ef2ELWR[D[LPDE 6)/ VNRQW NHPP 0-DQQLPDIL UnHvew il-NXUD PDIDNU ZDUD (j ce

LQIHIMWDHL PHWD PTDEEID PDf GDZN (L PD QJ¥DIDZ 0-HEGD SIDhHER 0\
X’inhuma r-ULVNNML DVVRnNDWL PDY 2ELIWR[D[LPDE 6) /" &

L-HIHWL VHNRQGDUIL 0-DNWDU NRPXQL Ef2EWNR[D[LPDE 6)/ (L ILVWIFX IDIHWZDZ VDS QD ZDFGD  PLQQ
kull 10 KXPD ZelJF WDJ UDV SUXUWH ¥DNN  XUWNDUID UD[[ EW-¥DNN UD[[ V X@ELJF ILV-sit tal-
LQIXTURQL X WFRVVRN VWRUGXH (b,

*FD0-0LVWD VFLFD WD0-HITHWWL VHNRQGDUNL X U-UHVWUL]JVRQLUILHW WDY 2ELWR[D [LP* 6)/ DUD 0-IXWMHWW WDY WDJFULI

L-DQWUDnH LQDIDWRUND KLID PDUGD (L WL.SSHULNRID 0-FDIMID X 0L WZDWVI -PHZI 1f WDO-NDTLNLHW
*FDINHP P W-WLITLIFDW QDWXUDIL KXPD UDUL FDIQD (-LQIH]]NR JFX IVHFFX EL TEDW I90DERUDWRUML 1HIQ
LNXQX THG lLeeX VWXGHDHL 0-EDWWHUIL X 0-DQWUDNH WLVIWDT WLQWXTDWD ITDMVDNNL WHUURULVILNL  OLQ¥DEED 0L Q-numru

FDOIHIQ 2ELWR[D[LPDE 6)/ cclH DZWRUL]]DW 10-8

tal-NDTULHW KXZD GDTVKHNN ED[[ X 0-LQIH]JURQL EJPRG G W WDO-LQGLYLGZL KWD ZLVT SHULNRIXTD
PKXZIH[ IDWLEEL 0L MWZHWTX VWXGIL WD0-PHGLNLQD IXT L i. L-LVWXGIL IXT 0-annimali wrew i I-
PHGLNLQD KWD HITHWLYD ELH[ WLNNXUD 0-DQWUDNnH X WLS L 0-mewt, u huwa mistenni li Obiltoxaximab

6)/ VH IDFGHP El-istess mod fuq il-SHUVXQL )IGDN% INNRQNHUQD V-sigurtyd -HIIHIL VHNRQGDUIL WDS
Obiltoxaximab SFL I{SHUVXQL EVDFFLIKRP K NRUPDOPHQW FILHI NHZ PRGHUDIL *FDIGDTVIDQW 0-
$eHQ]UID GGHNLGLHW 0L 0-EHQHILNIL WD 2ELONR [émp 6)/ KXPD DNEDU PLU-ULVNIL WLHIFX X 0L NLVAIDY HLcel
DZIRUL]]DW J¥FDN-XTX 10-UE. ¢

2ELWR[D[LPDE 6)/ NIHQ DZWRUL]]D IiD NRVWDQ]L UiDf HnnH]JURQL™ =DQ PLQFDEED (0L PD NIHQ[ SRVVLEE(L
0L ILQNLVHE LQIRUPD]INRQL NRPSIXHID ELWR[D[LPDE 6)/ PLQ¥DEED U-raritggal -PDUGD X PLQ¥DEED
UDEXQUILHN HILnL . X0 VHQD  (-S$H HIUD WUULHTDPLQD NX LQIRUPD]]IRQL ®GLGD 0L VLU GLVSRQLEEL X din

il-FDUVD ceHQHUDIL WLeel DoeceRUQDVI HFWLHee

/IHPD LQIRUPD]]MR@‘"DGKD PLVWHQQLWD J¥D0 2ELWWR[D[LPDE 6)/""

OLQFDEED (L 2ELMWR[D 6)/ elH DZWRUL]IDW WDFW nLUNRWWDQ]L WD HnnH]JMRQL L0-NXP SDQLID 0L WTLHIFHG
Obiltoxaximab SFL(fiSssuq se tipprovdi aktar data GZDU PHWRGL ELH[ MWNHWMHO NLI L0-PHGLNLQD WLeel
DVVRUEWD PRGLILNDWD» X WWQHFFD PL-eLlVHP IL VWXGIL IL0-0DERUDWRUWL %DUUD PLQQ KHNN J¥DQGKD WLeel
SSUHTHQWDWD, dwar I-HIILNDnIID X V-sigurt@al -PHGINLQD PDWX0 WITLIFD SRWHQ]NDIL WDO-DQWUDne.

;IPLL Q(.JFGLQ MUMWLHFGX ELH[ Meel TIXUDW 0-XTX VLIXU X HITHWLY WD
2ELW LPDE 6)/"

Fi DUNX WDO-NDUDWWHULVILNL WD0-prodott u fil-IX0MHIW WD] WDJIFULI eeHZ LQNOXTL U-UDNNRPDQGD]IMRQUILHW X 0-
ZNRQWILHW 0L JIFDQGKRP INXQX VHIZUL PLI-professiRQLVIL Il0-gasam tal-kura tas-VDF¥D X PL0-
DIVHQUWL J¥DUW-XTX VLIXU X HIIHWLY WD] 2ELWR[D[LPDE 6)/

%¥FD0 1L-NDT WD0-PHGLNLQL NRIKD LG-data dwar I-XTX WD 2EIWR[D[LPDE 6)/ KWD VVRUYHNDWD
kontinwament. L-HITHWL VHNRQGDUIL UUDSSXWDW EJ2ELMR[D[LPDb SFL huma evalwati bir-reqga u kull
D]INRQL PHFWLHeD KL PHIFXGD ELH[ WLSSURWHeeL 0L00-SDIMHQWL
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,QIRUPD]IVRQL RFUD GZDU 2ELWR[D[LPDE 6)/

$NIWDU LQIRUPD]TIRQL GZDU 2EIWR[D[LPDE 6)/ WQWDE ILV-sit web tal-$eHQ]UD
ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL
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