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Obiltoxaximab SFL (obiltoksaksymab) <
3UJHJ0aG ZHG]\ QD WHPDW (HNX 2ELWR[D[LPDE 6)/ L X] DVDG%%LH XG]LHIHQLD
pozwolenia na dopuszczenie do obrotu w UE A

<
Q\}

&J\P MHVW 0HN 2ELOWWR[D[LPDE 6)/ L Z NDNLP FH0X VL@Q VWRVXNH

2EIWR[D[LPDE 6)/ MHW (HNHP VWRVRZDQ\P Z WHUDSLL DQMELRW\@M Z HFJHQLX ZaJIIND ZJLHZQHJIR —
SRZDTQHN FKRURE\ Z\ZR4DQHI SUTH] EDNWHULC Bacillus anthracis THUPLQ AZ]JLHZQ\” R]JQDF]D TH RVRED
JDFKRUXIH ] SRZRGX ZG\FKDQLD JDURGQLNyZ NilyUH UR]ZLIDN Z DNW\ZQH EDNWHULH L XZDQLDllg
szkodliwe toksyny. @

/HN VWRVXIH VLC UyZQIHT Z FHIX JDSRELHTHQLD ZaJIND @!ZQHJR X RVYE NiWyUH PLDi\ NRQWDNW ]
zarodnikami bakterii i w przypadku braku innego wiedniego leczenia.

6XEVIDQFIia F1\QQa 1DZDUlig Z 0HNX 2ELNR[D[LPEB 6)/ IHI RELIIRNVDNV\PDE

=H Z]J0CGX QD WR TH ZaJIND Z]JIHZQHJIR XJQDQR ]D FKRUREC U]DGNR Z\WICSXligFa Z GQLX VLHUSQLD
2018 r. lek Obiltoxaximab SFL uznano z sierocy (lek stosowany w UJDGNLFK FKRUREDFK = LCFHI
LQIRUPDFIL QD WHPDW SUT\]QDQLD VWDWXV)@ VIHURFHJR PRTQD JQDOHT WXWDM
ema.europa.eu/medicines/human/s an-designations/eu3182065.

-DN VWRVRZDU 0HN 2ELOW@<?[LPDE 6)/

/HN GRVICSQ\ QD UHFHSHC @\QDOHT\ SRGDZDi Z SIDFyZFH Z NilyUHIl SRZDTQH UHDNFIH DIHUJLFJQH PRTQD
Z V]\ENL VSRVYE SRGGDm@]HQLx

/HN 2ELWR[D[LPDE 6, RGDIH VLC Z SRIHG\QF]\P Z(HZIH GRT\IQ\P NURSlyZFH WZDlaF\P SRQDG 90
PLQXW =DIHFDQD & JDOHT\ RG PDV\ FLDiD SDFVHQWD 3UJHG SRGDQLHP (HNX 2ELWR[D[LPDE 6)/
SDFIHQWRP PRT@RGDU 0HNL PDligFH QD FH0X JDSRELHTHQLH Z\VIWCSRZDQLX UHDNFIL DOHUJLF]JQ\FK 0XE LFK
ograniczenieo

= LCFHM LQN@DFML R VSRVRELH VIRVRZDQLD 0HNX 2EIWR[D[LPDE 6)/ JQDIGXNIH VLC Z 80RWFH GID SDFIHQUWD 0XE
udzieli l’&lekarz lub farmaceuta.

-D@g’]mao 0HN 2ELWR[D[LPDE 6)/

Q’&RZDTQH G]LD4DQLD QIHSRTaGDQH ZaJIND Z\ZRiDQH Va SUTH] IRNVAQC Z\WZRUJRQa SUJH] EDNIHULH
Z3JIND 2ELNR[D[LPDE IHWW SUJHFLZFLDiHP PRQRNIRQDIQ\P FJ\lL URG]DIHP ELD:ND JDSURIHNWRZDQHJIR Z

Official address Domenico Scarlattilaan 6 4+ 1083 HS Amsterdam 4 The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2020. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu3182065

WDNL VSRVYE E\ GRéaF]DiR VIC GR VNADGQLND WRNVAQ\ ZaJIND JZDQHJR DQINJHQHP RFKURQQ\P ZaJIND
NIiyU\ XPRTILZLD GRVWCS WRNVAQLH GR NRPYUHN 3RSUJH] GRiaFJHQLH GR DQINJHQX RFKURQQHJR ZaJILND 0HN
ma za zaGDQLH JDKDPRZDii GRVIICS IRNVAQ\ GR NRPYUHN RUJDQL]PX NP VDP\P RJUDQLF]DIiaF
Z\WICSRZDQLH RENDZyZ OXE LFK JDSRELHTHQLH \,o'

O

-RUJ\GFL TH WWRVRZDQLD (HNX 2ELWR[D[LPDE 6)/ Z\ND]DQH Z EDGDQLDE@
®)

2EIWR[D[LPDE 6)/ X]QDIH VLC ]D VNXWHF]Q\ Z (HFJHQLX ZgJIIND wziewnego w oparciu o badaria na
JZHUJCWDFK = WUJHFK EDGDQLDFK ] XG]LDiHP JDNDTRQ\FK ]ZLHU]aW ZVNDTQINL SUTHT\FLD Z@a vVIC Z
granicach 30-60% po zastosowaniu leku Obiltoxaximab SFL, natomiast w przypadku cebo (leczenie
SRJRURZDQH WH VDPH ZVNDTQINL Z\QLRVA\ - = EDGDQLX ] XG]LDiHP JDNDTRQ\FK ] UJall NiyU\P
SRGDQR (HN 0XE SODFHER SUJHG SRIDZIHQLHP VIC REIDZYyZ ZVNDTQLN SUTHT\FLD Z\QI@ G GR

po zastosowaniu leku Obiltoxaximab SFL — JDIHTQH WR E\éR WHIR DN ZFJHGQLH UJCWD SRGGDQR
leFJHQLX = SUJ\SDGNX ]ZLHU]aW NWyU\P SRGDQR SIDFHER ZVSydF]\QQLN WHQ Vi

5\]1\NR ]ZLg]DQH JH VWIRVRZDQLHP 0HNX 2ELIR [D[LPD@B‘)/

1DIFJCVIVIH G]LD4DQLD QLHSRTaGDQH 1ZLa]DQH JH WRVRZDQLHP 1HNX [D[LPDE 6)/ PRJaFH Z\WaSLi
u 1 na 10 pacjent#®) to Ey0 JilRZ\ GZlaG VZCG]HQLH SRNU]\ZP@, VZCG]aFD Z\VASND Z\V\SND
NDVIHI Ey0 Z PLHIVFX Z0HZX L JDZURIN JARZ\ .Q

3HiQ\ Z\ND] G]LDiDE QLHSRTaGDQ\FK L RIUDQLF]HE ]ZLa,]DQ\F@ VIIRVRZDQLHP (HNX 2ELNR[D[LPDE 6)/
JQDIGXNH VLC Z XORNWFH GID SDFVHQUD

Ne
Podstawy dopuszczenia do obrotu Ie@bbiltoxaximab SFL w UE

= aJIN Z]LHZQ\ IHVIl FKRUREg ]DJUDTDNaFg T\FLX /\QZDG]qu GR GPLHUFL Z SUJ\SDGNyZ OLPR TH
QDWXUDIQH RIQLVND Z\WICSXlig EDUGIR UJDGNR THQLD PRJ3 SRIDZLii SUT\SDGNRZR Z IDERUDIIRULDFK
1DIPXNaF\FK V.C EDGDQLHP EDNIIHULL QDIRP, aJIN PRTH E\ii Z\NRUJ\WIN\ZDQ\ Z DIDNDFK
WHUURUN\WINFJQ\FK  =H Z]JICGX QD QLVNa (L SUJ\SDGNyZ RUD] QD WR TH FHIRZH JDNDTHQLH RVYE IHVI
1E\W QIHEH]SIHFIQH QUH IHVW PRTILZH SEIHSIRZDGTHQIH EDGDE (HNyZ QD 0XG]LDFK %DGDQLD Qa
1ZIHU]CIDFK Z\NDTD4\  TH OHN HHVH @]Q\ Z (HFJHQLX ZaJIND L JDSREIHIDQLX GPLHUFL L RFTHNXWH VLG TH
(HN 2EWIR[D[LPDE 6)/ ECG]IH G]FD¥ Z IDNL VDP VSRVYE X 0XG]L -HGIL FKRG]L R EH]SIHFTHEVIZR IR
G]LDiDQLD QIHSRTaGDQH 1ZLa]DQHSIMHNIHP 2ELWR[D[LPDE 6)/ X JGURZ\FK RVYE PDia JD]Z\F]DIl iDIRGQ\
IXE XPIDUNRZDQ\ SUJHELHI 7{DIHIR WHT $IHQFID X]QDiD TH NRUJ\GFL Si\QaFH TH VIRVRZDQLD 0HNX
2EWIR[D[LPDE SU] HZ\T\/\]&Q}J\]\NR L PRTH RQ E\il GRSXV]FJRQ\ GR VIRVRZDQLD Z 8(

Obiltoxaximab SFL dopuszczony do obrotX Z Z\IaiNRZ\FK RNRILFJQRGFLDFK = \QLND WR ] IDNWX TH QLH
PRTQD E\iR X]\VNDU/Q%\FK LQIRUPDFIL R 0HNX ZELWR[D[LPDE 6)/ ] XZDJL QD UJDGNLH Z\VWWCSRZDQLH
FKRUREN L ] SRZRO;&) HINFJQ\FK &R URNX $JHQFID GRNRQD SUJHJ0gGX ZV]HINLFK QRZ\FK LQIRUPDFIL L Z
razie potrzeby Qualni niniejsze oghae informacje.

Jakich i@Ormacji jeszcze brakuje na temat leku Obiltoxaximab SFL

- ]zm,t&(' 1P TH 0HN 2EWWR[D[LPDE 6)/ GRSXV]F]JRQR GR REURIX Z Z\NgNRZ\FK RNRILFJQRGFLDFK
ILU SURZDG]DNaFD (HN 2ELWR[D[LPDE 6)/ GR REURIX GRVWDUF]\ GDOV]H GDQH GRINF]aFH PHIRG SRPLDUX
QLDQLD PRG\ILNDFIL L XVXZDQLD (HNX ] RUJDQL]PX Z EDGDQLDFK 0DERUDIRUNIQ\FK 3RQDGIR QDIHT\
“SUTHGVIDZLU GDQH GRINF]aFH VNXIHFJQRGFL L EH]SLHFTHEVIZD 0HNX QD Z\SDGHN HZHQIXDIQHJIR SRIDZLHQLD
VLC RIQLVND ZgJIND
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GURGNL SRGHNPRZDQH Z FH0X JDSHZQLHQLD EH]SLHFJQHJR L VNXWHFJQHJR
stosowania leku Obiltoxaximab SFL

W celu zapewnienia bezpiecznego i skutecznego stosowania leku Obiltoxaximab SFL w Charakterysr,(s'é~
Produktu Leczniczego i w Ulotce dla pacjenta zawalliR JDIHFHQLD L GURGNL RWURTQRGFL SUJH]JQDFJRQH @
personelu medycznego i pacjenti. 0

7DN IIDN Z SUJ\SDGNX ZV]\VINLFK 0HNyZ GDQH R VIRVRZDQLX (HNX 2ELNR[D[LPDE 6)/ Va VIDIH (@)
PRQURURZDQH =JiDV]DQH G]LDiDQLD QIHSRTaGDQH (HNX 2ELWR[D[LPDE 6)/ Va VIDUDQQLH oc@e [
SRGHIPRZDQH Va ZV]\VINLH F]\QQRGFL NRQLHFJQH GR RFKURQ\ SDFIHQllyZ

&
,QQH LQIRUPDFNH GRWF]aFH (HNX 2ELWR[D[LPDE 6)/ .Q\
<
" DOV]H LQIRUPDFIH QD WHPDW 0HNX 2ELWR[D[LPDE 6)/ JQDIGXlg VL.C QD WIURQLH LORHUPANRZH $IHQFIL SRG

DGUHVHP ema.europa.eu/medicines/human/EPAR/Obiltoxaximab-SFL /\/
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