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VIï¿½AUKI  I 
 

SAMANTEKT ï¿½ EIGINLEIKUM LYFS  
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ï¿½etta lyf er undir sï¿½rstï¿½ku eftirliti til aï¿½ nï¿½jar upplï¿½singar um ï¿½ryggi lyfsins komist fljï¿½tt og 
ï¿½rugglega til skila. Heilbrigï¿½isstarfsmenn eru hvattir til aï¿½ tilkynna allar aukaverkanir sem grunur er 
um aï¿½ tengist lyfinu. ï¿½ kafla  4.8 eru upplï¿½singar um hvernig tilkynna ï¿½ aukaverkanir.  
 
 
1. HEITI LYFS 
 
NYXTHRACIS 100 mg/ml innrennslisï¿½ykkni, lausn  
 
 
2. INNIHALDSLï¿½SING  
 
Hver ml af ï¿½ykkni inniheldur 100 mg af obiltoxaximabi. 
Eitt 6 ml hettuglas inniheldur 600 mg af obiltoxaximabi. 
 
Obiltoxaximab er framleitt ï¿½ GS -NS0 mergï¿½xlisfrumum mï¿½sa meï¿½ raï¿½brigï¿½a DNA -tï¿½kni.  
 
Hjï¿½lparefni meï¿½ ï¿½ekkta verkun 
 
Hver ml af ï¿½ykkni inniheldur 36 mg af sorbitï¿½li.  
 
Sjï¿½ lista yfir ï¿½ll hjï¿½lparefni ï¿½ kafla  6.1. 
 
 
3. LYFJAFORM 
 
Innrennslisï¿½ykkni, lausn (sï¿½ft ï¿½ykkni).  
NYXTHRACIS er tï¿½r eï¿½a ï¿½pallï¿½sandi, litlaus, fï¿½lgul eï¿½a fï¿½lbrï¿½ngul lausn sem getur innihaldiï¿½ 
nokkrar hï¿½lfgagnsï¿½jar eï¿½a hvï¿½tar prï¿½teinkenndar agnir (sem fjarlï¿½gï¿½ar verï¿½a meï¿½ slï¿½ngusï¿½un) meï¿½ 
pH 5,5 og osmï¿½lalstyrkinn 277- 308 mOsm/kg. 
 
 
4. KLï¿½Nï¿½SKAR UPPLï¿½SINGAR 
 
4.1 ï¿½b endingar 
 
NYXTHRACIS er ï¿½tlaï¿½ til notkunar ï¿½ samsettri meï¿½ferï¿½ meï¿½ viï¿½eigandi sï¿½klalyfjum hjï¿½ ï¿½llum 
aldurshï¿½pum til meï¿½ferï¿½ar ï¿½ innï¿½ndunarmiltisbrandi af vï¿½ldum Bacillus anthracis (sjï¿½ kafla  5.1). 
 
NYXTHRACIS er ï¿½tlaï¿½ til notkunar hjï¿½ ï¿½llum aldurshï¿½pum til fyrirbyggjandi meï¿½ferï¿½ar eftir 
ï¿½tsetningu fyrir innï¿½ndunarmiltisbrandi ï¿½egar aï¿½rar meï¿½ferï¿½ir eru ekki viï¿½eigandi eï¿½a tiltï¿½kar (sjï¿½ 
kafla 5.1). 
 
4.2 Skammtar og lyfjagjï¿½f  
 
NYXTHRACIS ï¿½ aï¿½ gefa um leiï¿½ og klï¿½n ï¿½sk ï¿½bending liggur fyrir.  
 
Viï¿½eigandi lï¿½knismeï¿½ferï¿½ og eftirlit ï¿½arf alltaf aï¿½ vera til taks ef brï¿½ï ¿ ½aofnï¿½mi kemur fyrir eftir gjï¿½f 
NYXTHRACIS. 
 
Skammtar 
 
Rï¿½ï¿½lagï¿½ur skammtur af NYXTHRACIS handa fullorï¿½num sjï¿½klingum sem vega aï¿½ minnsta kosti 
40 kg er stakt innrennsli ï¿½ blï¿½ï ¿ ½ï ¿ ½ sem nemur 16  mg/kg lï¿½kamsï¿½yngdar. Rï¿½ï¿½lagï¿½ur skammtur af 
NYXTHRACIS handa fullorï¿½num sjï¿½klingum sem vega minna en 40 kg er stakt innrennsli ï¿½ blï¿½ï¿½ï¿½ 
sem nemur 24 mg/kg lï¿½kamsï¿½yngdar.  
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Lyfjaforgjï¿½f meï¿½ andhistamï¿½ni er rï¿½ï¿½lï¿½gï¿½ fyrir gjï¿½f NYXTHRACIS  (sjï¿½ kafla 4.4 og 4.8).  
 
Upplï¿½singar um skammtabreytingar ï¿½ tilviki innrennslistengdra viï¿½bragï¿½a er aï¿½ finna ï¿½ tï¿½flu 1. 
 
Tafla 1: Skammtabreytingar obiltoxaximabs viï¿½ innrennslistengdum viï¿½brï¿½gï¿½um  
Alvarleiki 
innrennslistengdra 
viï¿½bragï¿½a  

Skammtabreyting 

Stig 1-3 
Innrennslistengd 
viï¿½brï¿½gï¿½  

Stï¿½ï¿½va skal innrennsli obiltoxaximabs og veita stuï¿½ningsmeï¿½ferï¿½.  

Viï¿½ fyrsta tilvik ï¿½nghljï¿½ï¿½a, berkjukrampa eï¿½a ï¿½tbreidds ofsaklï¿½ï¿½a af stigi  3 skal 
hï¿½tta notkun obiltoxaximabs til frambï¿½ï¿½ar.  

Viï¿½ endurtekin ï¿½nghljï¿½ï¿½ eï¿½a ofsaklï¿½ï¿½a af stigi  2 eï¿½a viï¿½ endurkomu einhverra 
einkenna af stigi 3 skal hï¿½tta notkun obiltoxaximabs til frambï¿½ï¿½ar.  

Aï¿½ ï¿½ï¿½rum kosti mï¿½ hefja innrennsliï¿½ ï¿½ nï¿½ eftir aï¿½ einkennin hafa gengiï¿½ ti l 
baka aï¿½ fullu meï¿½ 50% af hraï¿½anum sem nï¿½ï¿½st hafï¿½i ï¿½ï¿½ur en innrennsliï¿½ var 
stï¿½ï¿½vaï¿½. Innrennslishraï¿½anum ï¿½n innrennslistengdra einkenna er lï¿½st ï¿½ tï¿½flu 3. 

Veita skal lyfjaforgjï¿½f . 

Stig 4 
Innrennslistengd 
viï¿½brï¿½gï¿½  

Stï¿½ï¿½va skal obiltoxaximab innrennsliï¿½ tafarlaust.  
Veita skal stuï¿½ningsmeï¿½ferï¿½. 
Hï¿½tta skal notkun obiltoxaximabs til frambï¿½ï¿½ar.  

 
Sï¿½rstakir sjï¿½klingahï¿½par  
 
Aldraï¿½ir  
 
Ekki er ï¿½ï¿½rf ï¿½ skammtaaï¿½lï¿½gun hjï¿½ sjï¿½klingum � 65 ï¿½ra (sjï¿½ kafla 5.2).  
 
Bï¿½rn  
 
Rï¿½ï¿½lagï¿½ur skammtur fyrir bï¿½rn er byggï¿½ur ï¿½ ï¿½yngd eins og fram kemur ï¿½ tï¿½flu 2 hï¿½r aï¿½ neï¿½an.  
 
Tafla 2: Rï¿½ï¿½lagï¿½ur skammtur af obiltoxaximabi handa bï¿½rnum (skammtur byggï¿½ur ï¿½ ï¿½yngd)  

Lï¿½kamsï¿½yngd [kg]  Skammtur [mg/kg 
lï¿½kamsï¿½yngdar]  

> 40 16 
> 15 til 40 24 

15 eï¿½a minna  32 
 
Lyfjagjï¿½f  
 
Obiltoxaximab ï¿½ aï¿½ gefa meï¿½ innrennsli ï¿½ blï¿½ï¿½ï¿½ ï¿½ 90  mï¿½nï¿½tum.  
 
Varï¿½ï¿½arrï¿½ï¿½stafanir sem ï¿½arf aï¿½ gera ï¿½ï¿½ur en lyfiï¿½ er meï¿½hï¿½ndlaï¿½ eï¿½a gefiï¿½  
 
Ekki mï¿½ hrista hettuglasiï¿½. Obiltoxaximab ï¿½arf aï¿½ ï¿½ynna meï¿½ natrï¿½umklï¿½rï¿½ ï¿½ 9 mg/ml (0,9%) 
stungulyfi, lausn ï¿½ï¿½ur en ï¿½aï¿½ er gefiï¿½ meï¿½ innrennsli ï¿½ blï¿½ï¿½ï¿½ (sjï¿½ kafla  6.6). 
 
ï¿½ynnt obiltoxaximab ï¿½arf aï¿½ gefa meï¿½ innrennsli ï¿½ blï¿½ï¿½ï¿½ ï¿½ 90 mï¿½nï¿½tum meï¿½ innrennslishraï¿½a sem lï¿½st 
er ï¿½ tï¿½flu  3 meï¿½ ï¿½vï¿½ aï¿½ nota innrennslispoka eï¿½a innrennslissprautu og 0,22 mï¿½krona slï¿½ngusï¿½u.  
 
Fylgjast ï¿½arf nï¿½iï¿½ meï¿½ sjï¿½klingum meï¿½ tilliti til ofnï¿½miseinkenna meï¿½an ï¿½ innrennslinu stendur og ï¿½ 
aï¿½ minnsta kosti eina klukkustund eftir gjï¿½f (sjï¿½ kafla  4.4). Meï¿½hï¿½ndla skal innrennslisviï¿½brï¿½gï¿½ eins 
og lï¿½st  er ï¿½ tï¿½flu  1. 
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Skola skal slï¿½nguna meï¿½ natrï¿½umklï¿½rï¿½ ï¿½ 9 mg/ml (0,9%) stungulyfi, lausn ï¿½ lok innrennslisins ï¿½ blï¿½ï¿½ï¿½.  
 
Tafla 3: Skammtur af obiltoxaximabi, heildarmagn innrennslis og innrennslishraï¿½i samkvï¿½mt 
lï¿½kamsï¿½yngd  

Lï¿½kamsï¿½yngd [kg]  
(skï¿½mmtun samkvï¿½mt ï¿½yngd)  

 

Heildarmagn 
innrennslis [ml] 

[innrennslispoki eï¿½a 
innrennslissprauta]* 

Innrennslishraï¿½i  
[ml/klst.] 

> 40 kg eï¿½a fullorï¿½inn (16  mg/kg lï¿½kamsï¿½yngdar)  
> 40 250 167 

> 15 kg til 40 kg (24 mg/kg lï¿½kamsï¿½yngdar)  
31 til 40 250 167 
16 til 30 100 67 

15 kg eï¿½a minna (32  mg/kg lï¿½kamsï¿½yngdar)  
11 til 15 100 67 
5 til 10 50 33,3 

3,1 til 4,9 25 17 
2,1 til 3 20 13,3 
1,1 til 2 15 10 

1 eï¿½a minna  7 4,7 
* Sjï¿½ leiï¿½beiningar ï¿½ kafla  6.6 um ï¿½ynningu lyfsins og notkun innrennslispoka eï¿½a innrennslissprautu 
fyrir gjï¿½f . 
 
4.3 Frï¿½bendingar  
 
Ofnï¿½mi fyrir virka efninu eï¿½a einhverju hjï¿½lparefnanna sem talin eru upp ï¿½ kafla  6.1. 
 
4.4 Sï¿½rstï¿½k varnaï¿½arorï¿½ og varï¿½ï¿½arreglur viï¿½ notkun  
 
Rekjanleiki 
 
Til ï¿½ess aï¿½ bï¿½ta rekjanleika lï¿½ffrï¿½ï¿ ½ilegra lyfja skal heiti og lotunï¿½mer lyfsins sem gefiï¿½ er vera skrï¿½ï¿ ½ 
meï¿½ skï¿½rum hï¿½tti . 
 
Innrennslistengd viï¿½brï¿½gï¿½, ofnï¿½mi og brï¿½ï¿½aofnï¿½mi  
 
Innrennslistengd viï¿½brï¿½gï¿½/ofnï¿½misviï¿½brï¿½gï¿½ voru algeng ï¿½ klï¿½nï¿½skum rannsï¿½knum ï¿½ obiltoxaximabi 
hjï¿½ heilbrigï¿½um einstaklingum. Vegna hï¿½ttu ï¿½ alvarlegum viï¿½brï¿½gï¿½um eï¿½a brï¿½ï¿½aofnï¿½mi ï¿½ aï¿½ gefa 
obiltoxaximab viï¿½ aï¿½stï¿½ï¿½ur ï¿½ar sem ï¿½jï¿½lfaï¿½ starfsfï¿½lk meï¿½ ï¿½tbï¿½naï¿½ til aï¿½ meï¿½hï¿½ndla brï¿½ï¿½aofnï¿½mi 
hefur eftirlit meï¿½ sjï¿½klingnum. Fylgjast skal nï¿½iï¿½ meï¿½ sjï¿½klingum allan innrennslistï¿½mann og ï¿½ aï¿½ 
minnsta kosti eina klukkustund eftir gjï¿½f.  
 
ï¿½ar sem klï¿½nï¿½sku rannsï¿½knirnar voru gerï¿½ar hjï¿½ heilbrigï¿½um sjï¿½lfboï¿½aliï¿½um voru innrennsli meï¿½ 
obiltoxaximabi stï¿½ï¿½vuï¿½ viï¿½ fyrstu merki um einhver viï¿½brï¿½gï¿½. ï¿½ grundvelli reynslu af ï¿½ï¿½rum 
einstofna mï¿½tefnum sem notuï¿½ eru viï¿½ meï¿½ferï¿½ alvarlegra sjï¿½kdï¿½ma er venjulega hï¿½gt aï¿½ ljï¿½ka 
innrennsli ef ï¿½vï¿½ er stï¿½rt ï¿½ viï¿½eigandi hï¿½tt. Meï¿½hï¿½ndla skal innrennslistengd viï¿½brï¿½gï¿½ eins og lï¿½st er ï¿½ 
tï¿½flu  1. 
 
Rï¿½ï¿½lagt er aï¿½ gefa lyfjaforgjï¿½f meï¿½ andhistamï¿½ni, t.d. dï¿½fenhï¿½dramï¿½ni, fyrir gjï¿½f obiltoxaximabs (sjï¿½ 
kafla 4.2). Dï¿½fenhï¿½dramï¿½n var gefiï¿½ 30 mï¿½nï¿½tum fyrir meï¿½ferï¿½ meï¿½ obiltoxaximabi ï¿½ klï¿½nï¿½skum 
rannsï¿½knum ï¿½ obiltoxaximabi. Lyfjaforgjï¿½f meï¿½ andhistamï¿½ni kemur ekki ï¿½ veg fyri r brï¿½ï¿½aofnï¿½mi og 
getur faliï¿½ eï¿½a seinkaï¿½ fyrstu einkennum ofnï¿½mis.  
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Heilahimnubï¿½lga af vï¿½ldum miltisbrands  
 
Obiltoxaximab fer ekki yfir blï¿½ï¿½heilaï¿½rï¿½skuldinn og kemur ekki ï¿½ veg fyrir eï¿½a meï¿½hï¿½ndlar 
heilahimnubï¿½lgu af vï¿½ldum miltisbrands.  
 
Bï¿½rn  
 
Ekki hafa veriï¿½ gerï¿½ar neinar rannsï¿½knir ï¿½ ï¿½ryggi eï¿½a lyfjahvï¿½rfum obiltoxaximabs hjï¿½ bï¿½rnum (sjï¿½ 
kafla 5.2). 
 
Milliverkanir viï¿½ rannsï¿½knarstofuprï¿½fanir  
 
ï¿½tsetning fyrir NYXTHRACIS  getur truflaï¿½ sermis prï¿½fanir fyrir miltisbrandi. 
 
Sorbï¿½tï¿½l  
 
Hver ml af NYXTHRACIS inniheldur 36 mg af sorbitï¿½li (sjï¿½ kafla  2 og 6.1). 
Lyf sem innihalda sorbitï¿½l geta veriï¿½ banvï¿½n ef ï¿½au eru gefin einstaklingum meï¿½ arfgengt 
frï¿½ktï¿½saï¿½ï¿½ol ï¿½ blï¿½ï¿½ï¿½. Ekki mï¿½ nota obiltotoxaximab hjï¿½ einstaklingum meï¿½ arfgengt frï¿½ktï¿½saï¿½ï¿½ol 
nema viï¿½ yfirgnï¿½fandi klï¿½nï¿½ska ï¿½ï¿½rf og ef engir aï¿½rir kostir eru ï¿½ boï¿½i. Taka skal nï¿½kvï¿½ma sï¿½gu 
varï¿½andi einkenni arfgengs frï¿½ktï¿½saï¿½ï¿½ols hjï¿½ hverjum sjï¿½klingi ï¿½ï¿½ur en lyfiï¿½ er gefiï¿½.  
 
Ungbï¿½rn og smï¿½bï¿½rn (yngri en 2 ï¿½ra) eru ï¿½ sï¿½rstakri hï¿½ttu ï¿½ar sem ekki er vï¿½st aï¿½ ï¿½au hafi enn veriï¿½ 
greind meï¿½ arfgengt frï¿½ktï¿½saï¿½ï¿½ol.  
 
Natrï¿½um  
 
Lyfiï¿½ inniheldur minna en 1 mmï¿½l (23 mg) af natrï¿½um ï¿½ hverju 6 ml hettuglasi , ï¿½.e.a.s. er  sem nï¿½st 
natrï¿½umlaust.  
 
4.5 Milliverkanir viï¿½ ï¿½nnur lyf og aï¿½rar milliverkanir  
 
Cï¿½prï¿½floxasï¿½n  
 
ï¿½ rannsï¿½kn ï¿½ milliverkunum fengu 40 einstaklingar stakan skammt af obiltoxaximabi einu og sï¿½r eï¿½a 
samhliï¿½a c ï¿½prï¿½floxasï¿½ni. Tuttugu einstaklingar fengu obiltoxaximab eitt og sï¿½r og 20 einstaklingar 
fengu obiltoxaximab ï¿½samt c ï¿½prï¿½floxasï¿½ni ï¿½ 9 daga. Gjï¿½f ï¿½ 1 6 mg/kg af obiltoxaximabi meï¿½ innrennsli 
ï¿½ blï¿½ï¿½ï¿½ fyrir innrennsli cï¿½prï¿½floxasï¿½ns ï¿½ blï¿½ï¿½ï¿½ eï¿½a gjï¿½f ï¿½ c ï¿½prï¿½floxasï¿½n tï¿½flu til inntï¿½ku tvisvar ï¿½ dag 
breytti ekki lyfjahvï¿½rfum obiltoxaximabs. ï¿½ sama hï¿½tt breytti obiltoxaximab ekki lyfjahvï¿½rfum 
cï¿½prï¿½floxasï¿½ns s em gefiï¿½ var til inntï¿½ku eï¿½a ï¿½ blï¿½ï¿½ï¿½.  
 
Ekki hafa veriï¿½ gerï¿½ar neinar aï¿½rar rannsï¿½knir ï¿½ milliverkunum. ï¿½ar sem obiltoxaximab er einstofna 
mï¿½tefni er hï¿½tta ï¿½ milliverkunum lï¿½til.  
 
4.6 Frjï¿½semi, meï¿½ganga og brjï¿½stagjï¿½f  
 
Meï¿½ganga  
 
Engar upplï¿½singar liggja fyrir um notkun obiltoxaximabs ï¿½ meï¿½gï¿½ngu, ï¿½ï¿½ er vitaï¿½ aï¿½ IgG ï¿½r mï¿½nnum 
berst yfir fylgju. 
Dï¿½rarannsï¿½knir benda hvorki til beinna eï¿½a ï¿½beinna skaï¿½legra ï¿½hrifa ï¿½ ï¿½xlun (sjï¿½ kafla  5.3). 
Til ï¿½ryggis ï¿½tti aï¿½ forï¿½ast notkun NYXTHRACIS  ï¿½ meï¿½gï¿½ngu.  
 
Brjï¿½st agjï¿½f  
 
Ekki er ï¿½ekkt hvort obiltoxaximab skilst ï¿½t ï¿½ brjï¿½stamjï¿½lk. Vitaï¿½ er aï¿½ IgG ï¿½r mï¿½nnum skilst ï¿½t ï¿½ 
brjï¿½stamjï¿½lk fyrstu dagana eftir fï¿½ï¿½ingu og ï¿½ï¿½ttnin fer lï¿½kkandi fljï¿½tlega eftir ï¿½aï¿½. ï¿½vï¿½ er ekki hï¿½gt aï¿½ 
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ï¿½tiloka hï¿½ttu fyrir bï¿½rn sem eru ï¿½ brjï¿½sti ï¿½ ï¿½essu s tutta tï¿½mabili. Eftir ï¿½aï¿½ mï¿½ ï¿½huga notkun 
obiltoxaximabs meï¿½an ï¿½ brjï¿½stagjï¿½f stendur en aï¿½eins ef um er aï¿½ rï¿½ï¿½a klï¿½nï¿½ska nauï¿½syn.  
 
Frjï¿½semi  
 
Rannsï¿½knir ï¿½ frjï¿½semi hafa ekki veriï¿½ gerï¿½ar meï¿½ obiltoxaximabi.  
 
4.7 ï¿½hrif ï¿½ hï¿½fni til aksturs og notkunar vï¿½la  
 
Obiltoxaximab getur haft smï¿½vï¿½gileg ï¿½hrif ï¿½ hï¿½fni til aksturs og notkunar vï¿½la ï¿½ar sem hï¿½fuï¿½verkur, 
sundl, ï¿½reyta og uppkï¿½st geta komiï¿½ fyrir eftir gjï¿½f NYXTHRACIS  (sjï¿½ kafla 4.8).  
 
4.8 Aukaverkanir 
 
Samantekt ï¿½ ï¿½ryggi  
 
ï¿½ryggi obiltoxaximabs hefur aï¿½eins ve riï¿½ rannsakaï¿½ hjï¿½ heilbrigï¿½um fullorï¿½num einstaklingum.  
 
ï¿½ryggi obiltoxaximabs var metiï¿½ hjï¿½ 320 heilbrigï¿½um einstaklingum (ï¿½ aldrinum 18 til 79 ï¿½ra) sem 
fengu meï¿½ferï¿½ meï¿½ einum eï¿½a tveimur 16 mg/kg skï¿½mmtum ï¿½ blï¿½ï¿½ï¿½ ï¿½ ï¿½remur klï¿½nï¿½skum rannsï¿½knum.  
 
Alls fengu 250 af 320 einstaklingum stakan 16 mg/kg skammt af obiltoxaximabi. Ofnï¿½mistengdar 
aukaverkanir (ï¿½.m.t. ï¿½tbrot) komu fram hjï¿½ 9% (22/250) ï¿½essara einstaklinga, ï¿½ar af kom eitt tilvik 
brï¿½ï¿½aofnï¿½mis fyrir meï¿½an ï¿½ innrennslinu stï¿½ï¿½. Innrennslinu var hï¿½tt hjï¿½  3% (8/250) vegna ofnï¿½mis 
eï¿½a brï¿½ï¿ ½aofnï¿½mis.  
 
Algengustu aukaverkanirnar sem tilkynnt var um voru hï¿½fuï¿½verkur (4%, 9/250), klï¿½ï¿½i (4%, 9/250) og 
ofsaklï¿½ï¿½i (2%, 6/250).  
 
Algengustu aukaverkanirnar sem komu fyrir fyrstu ï¿½rjï¿½r klukkustundirnar eftir upphaf innrennslis 
voru klï¿½ï¿½i (n=7; 2,8%), ofsaklï¿½ï¿½i (n=6; 2,4%), hï¿½fuï¿½verkur (n=4; 1,6%), ï¿½tbrot (n=3; 1,2%), hï¿½sti 
(n=3; 1,2%), sundl (n=3; 1,2%) (felur ï¿½ sï¿½r sundl og stï¿½ï¿½ubundiï¿½ sundl).  
Eftirfarandi alvarlegar aukaverkanir komu fram ï¿½ fyrstu ï¿½remur klukkustundunum eftir innrennsli: 
ofsaklï¿½ï¿½i (n=1; 0,4%), klï¿½ï¿½i (n=1; 0,4%) og bakverkur (n=1; 0,4%).  
Algengasta aukaverkunin sem kom fram innan 3 til 24 klukkustunda eftir aï¿½ innrennsli var hafiï¿½ var 
hï¿½fuï¿½verkur (n=3; 1,2%).  
 
Tafla yfir aukaverkanir 
 
Tafla 4 sï¿½nir aukaverkanir sem komu fram viï¿½ notkun obiltoxaximabs hjï¿½ 250 heilbrigï¿½um 
einstaklingum sem fengu stakan 16 mg/kg skammt af obiltoxaximabi ï¿½ blï¿½ï¿½ï¿½, flokkaï¿½ar eftir l ï¿½ffï¿½rum 
og tï¿½ï¿½ni.  
 
Tï¿½ï¿½ni aukaverkana er skilgreind sem hï¿½r segir: mjï¿½g algengar ( � 1/10); algengar (� 1/100 til < 1/10); 
og sjaldgï¿½far ( � 1/1.000 til < 1/100). Innan hvers tï¿½ï¿½niflokks eru aukaverkanir settar fram ï¿½ rï¿½ï¿½ eftir 
minnkandi alvarleika. 
 
Tafla 4: Aukaverkanir sem tilkynnt var um hjï¿½ heilbrigï¿½um fullorï¿½num einstaklingum  
MedDRA flokkun eftir lï¿½ffï¿½rum  Algengar  Sjaldgï¿½far  
ï¿½nï¿½miskerfi   Brï¿½ï¿½aofnï¿½mi  

Ofnï¿½mi  
Taugakerfi Hï¿½fuï¿½verkur  Sundl 

Stï¿½ï¿½ubundiï¿½ s undl 
Snertiskynsminnkun 

Augu  Ljï¿½sfï¿½lni  
Eyru og vï¿½lundarhï¿½s   ï¿½ï¿½ï¿½gindi ï¿½ eyrum  
ï¿½ï¿½ar   Blï¿½ï¿½ï¿½abï¿½lga  
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MedDRA flokkun eftir lï¿½ffï¿½rum  Algengar  Sjaldgï¿½far  
ï¿½ndunarfï¿½ri, brjï¿½sthol  
og miï¿½mï¿½ti 

Hï¿½sti  Erting ï¿½ hï¿½lsi  
Raddtruflun 
Skï¿½ta bï¿½lga  
Mï¿½ï¿½i  

Meltingarfï¿½ri   Verkur ï¿½ vï¿½r  
Hï¿½ï¿½ og undirhï¿½ï¿½  Klï¿½ï¿½i, ofsaklï¿½ï¿½i  

ï¿½tbrot  
Ofnï¿½mishï¿½ï¿½bï¿½lga  
ï¿½tbreidd ï¿½tbrot 
Hï¿½ï¿½flï¿½gnun  

Stoï¿½kerfi og  
bandvefur 

 Verkur ï¿½ ï¿½tlim  
Vï¿½ï¿½vakrampi 
Vï¿½ï¿½vakippir 
Verkur ï¿½ kjï¿½lka  

Almennar aukaverkanir og 
aukaverkanir ï¿½ ï¿½komustaï¿½  

Verkur ï¿½ 
innrennslisstaï¿½ 

Verkur 
ï¿½ï¿½ï¿½gindi fyrir brjï¿½sti  
Kuldahrollur 
ï¿½reyta  
Bï¿½lga ï¿½ innrennslisstaï¿½  
Brjï¿½stverkur sem ekki stafar frï¿½ 
hjarta 
Eymsli 
Verkur ï¿½ stungustaï¿½ ï¿½ ï¿½ï¿½  

 
Lï¿½sing ï¿½ vï¿½ldum aukaverkunum 
 
Ofnï¿½mi og brï¿½ï¿½aofnï¿½mi 
Aukaverkanir sem tilkynnt var um hjï¿½ 8 einstaklingum ï¿½ar sem innrennsliï¿½ meï¿½ obiltoxaximabi var 
stï¿½ï¿½vaï¿½ vegna hugsanlegs ofnï¿½mis voru ofsaklï¿½ï¿½i, ï¿½tbrot, hï¿½sti, klï¿½ï¿½i, sundl, erting ï¿½ hï¿½lsi, 
raddtruflun, mï¿½ï¿½i og ï¿½ï¿½ï¿½gindi ï¿½ brjï¿½sti. Hinir einstaklingar sem voru meï¿½ ofnï¿½mi voru aï¿½allega meï¿½ 
einkenni tengd hï¿½ï¿½ eins og klï¿½ï¿½a og ï¿½tbrot og 6 einstaklingar tilkynntu um hï¿½sta. 
Brï¿½ï ¿ ½aofnï¿½mistilvikiï¿½ einkenndist af dreifï¿½um ofsaklï¿½ï¿½aï¿½tbrotum ï¿½ stï¿½rum hluta lï¿½kamans, ï¿½ar ï¿½ 
meï¿½al ï¿½ hï¿½lsi, bringu, baki, kviï¿½, handleggjum og fï¿½tleggjum, mï¿½ï¿½i og hï¿½sta. 
 
Engar vï¿½sbendingar voru um aï¿½ ofnï¿½misviï¿½brï¿½gï¿½in og ï¿½tbrotin hafi orsakast af losun frumuboï¿½efna 
(cï¿½tï¿½kï¿½ na), engar klï¿½nï¿½skt marktï¿½kar breytingar ï¿½ frumuboï¿½efnum hafa komiï¿½ ï¿½ ljï¿½s. 
 
Mï¿½tefnamyndun 
Myndun mï¿½tefna gegn obiltoxaximabi var metin hjï¿½ ï¿½llum einstaklingum sem fengu staka og tvï¿½falda 
skammta af obiltoxaximabi ï¿½ ï¿½remur klï¿½nï¿½skum rannsï¿½knum. ï¿½tta einstaklingar (2,5% (8/320)) sem 
fengu aï¿½ minnsta kosti einn skammt af obliltoxaximabi ï¿½ blï¿½ï¿½ï¿½ hï¿½fï¿½u jï¿½kvï¿½ï¿½a svï¿½run fyrir mï¿½tefni 
gegn meï¿½ferï¿½inni (anti -therapeutic antibody, ATA) ï¿½ upphafi. Magn tï¿½tra var lï¿½tiï¿½ eï¿½a ï¿½ bilinu 1:20 til 
1:320. Engar vï¿½sbendingar voru um breytingar ï¿½ lyfjahvï¿½rfum eï¿½a eiturverkanir hjï¿½ einstaklingum meï¿½ 
jï¿½kvï¿½ï¿½a svï¿½run fyrir mï¿½tefni gegn meï¿½ferï¿½inni. 
 
Tilkynning aukaverkana sem grunur er um aï¿½ tengist lyfinu 
 
Eftir aï¿½ lyf hefur fengiï¿½ markaï¿½sleyfi er mikilvï¿½gt aï¿½ tilkynna aukaverkanir sem grunur er um aï¿½ 
tengist ï¿½vï¿½. ï¿½annig er hï¿½gt aï¿½ fylgjast stï¿½ï¿½ugt meï¿½ sambandinu milli ï¿½vinnings og ï¿½hï¿½ttu af notkun 
lyfsins. Heilbrigï¿½isstarfsmenn eru hvattir til aï¿½ tilkynna allar aukaverkanir sem grunur er um aï¿½ tengist 
lyfinu samkvï¿½mt fyrirkomulagi sem gildir ï¿½ hverju landi fyrir sig, sjï¿½ Appendix V. 
 
4.9 Ofskï¿½mmtun  
 
ï¿½ tilviki ofskï¿½mmtunar skal fylgjast meï¿½ sjï¿½klingum meï¿½ tilliti til teikna eï¿½a einkenna um 
aukaverkanir. 
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5. LYFJAFRï¿½ï¿½ILEGAR UPPLï¿½SINGAR 
 
5.1 Lyfhrif 
 
Flokkun eftir verkun: ï¿½nï¿½missermi og ï¿½nï¿½misglï¿½bï¿½lï¿½n, sï¿½rtï¿½k ï¿½nï¿½misglï¿½bï¿½lï¿½n, ATC -flokkur: 
J06BB22 
 
Verkunarhï¿½ttur  
 
Obiltoxaximab er einstofna mï¿½tefni sem bindur verndandi mï¿½tefnavaka (protective antigen, PA) 
B. anthracis. Obiltoxaximab hindrar bindingu verndandi mï¿½tefnavaka viï¿½ frumuviï¿½taka sï¿½na og kemur 
ï¿½ veg fyrir aï¿½ banvï¿½ni miltisbrandsï¿½ï¿½tturinn (anthrax lethal fact or) og bjï¿½gï¿½ï¿½tturinn (oedema factor), 
ensï¿½meiturï¿½ï¿½ttirnir sem bera ï¿½byrgï¿½ ï¿½ sjï¿½kdï¿½msvaldandi ï¿½hrifum miltisbrandseitursins, komist inn ï¿½ 
frumuna. 
 
Lyfhrif 
 
Obiltoxaximab binst frï¿½um verndandi mï¿½tefnavaka meï¿½ klofnunarstuï¿½li fyrir sï¿½kni viï¿½ jafnvï¿½gi (Kd) 
sem nemur 0,33 nM. 
In vitro binst obiltoxaximab viï¿½ verndandi mï¿½tefnavaka ï¿½r Ames, Vollum og Sterne stofnum 
B. anthracis. ï¿½nï¿½misvakasetiï¿½ ï¿½ verndandi mï¿½tefnavakanum sem obiltoxaximab binst viï¿½ er 
varï¿½veittur ï¿½ ï¿½ekktum stofnum af B.  anthracis. 
 
In vitro rannsï¿½knir ï¿½ frumubundinni prï¿½fun ï¿½ar sem notaï¿½ar voru stï¿½rï¿½tfrumur ï¿½r mï¿½sum, benda til 
ï¿½ess aï¿½ obiltoxaximab hlutleysi eiturï¿½hrif banvï¿½ns eiturs, samsetning u af verndandi mï¿½tefnavaka + 
banvï¿½num ï¿½ï¿½tti.  
 
In vivo verkunarrannsï¿½knir ï¿½ nï¿½sjï¿½lenskum hvï¿½tum (NZW) kanï¿½num og cynomolgus makakï¿½ï¿½pum sem 
ï¿½nduï¿½u aï¿½ sï¿½r grï¿½um af Ames stofni B.  anthracis sï¿½ndu skammtahï¿½ï¿½a lengingu ï¿½ lifun eftir meï¿½ferï¿½ 
meï¿½ obiltoxaximabi. ï¿½tsetning fyrir B.  anthracis grï¿½um jï¿½k ï¿½ï¿½ttni verndandi mï¿½tefnavaka ï¿½ sermi 
NZW kanï¿½na og cynomolgus maka kï¿½apa. Eftir meï¿½ferï¿½ meï¿½ obiltoxaximabi drï¿½ ï¿½r ï¿½ï¿½ttni verndandi 
mï¿½tefnavaka hjï¿½ meirihluta dï¿½ranna sem lifï¿½u af. ï¿½ï¿ ½ttni verndandi mï¿½tefnavaka jï¿½kst hjï¿½ dï¿½rum sem 
fengu lyfleysu ï¿½ar til ï¿½au dï¿½u. 
 
Verkun 
 
ï¿½ar sem ekki er mï¿½gulegt eï¿½a siï¿½ferï¿½ilega rï¿½tt aï¿½ fra mkvï¿½ma klï¿½nï¿½skar samanburï¿½arrannsï¿½knir hjï¿½ 
mï¿½nnum meï¿½ innï¿½ndunarmiltisbrandi, er verkun obiltoxaximabs sem gefiï¿½ er sem einlyfjameï¿½ferï¿½ 
samanboriï¿½ viï¿½ lyfleysu til meï¿½ferï¿½ar ï¿½ innï¿½ndunarmiltisbrandi byggï¿½ ï¿½ verkunarrannsï¿½knum ï¿½ NZW 
kanï¿½num og cynomolgus ma kakï¿½ï¿½pum.  
 
ï¿½ ï¿½essum rannsï¿½knum voru dï¿½rin ï¿½tsett fyrir  B. anthracis grï¿½um (Ames stofn) ï¿½ loftï¿½ï¿½a meï¿½ u.ï¿½.b. 
200xLD50 og ï¿½au voru sï¿½ï¿½an meï¿½hï¿½ndluï¿½ meï¿½ obiltoxaximabi ï¿½ mismunandi tï¿½mapunktum. ï¿½ 
meï¿½ferï¿½arrannsï¿½knum ï¿½ innï¿½ndunarmiltisbrandi fengu dï¿½rin meï¿½ferï¿½ eftir aï¿½ hafa sï¿½nt klï¿½nï¿½sk teikn 
eï¿½a einkenni um altï¿½kan miltisbrand. ï¿½ rannsï¿½knum ï¿½ fyrirbyggjandi meï¿½ferï¿½ eftir ï¿½tsetningu fengu 
dï¿½rin meï¿½ferï¿½ eftir ï¿½tsetningu fyrir B.  anthracis en ï¿½ï¿½ur en einkenni komu fram. Cynomolgus 
makakï¿½apar fengu meï¿½ferï¿½ ï¿½egar mï¿½ling meï¿½  rafefnaljï¿½mun (ECL) ï¿½ sermi var jï¿½kvï¿½ï¿½ fyrir verndandi 
mï¿½tefnavaka B.  anthracis sem var aï¿½ meï¿½altali um ï¿½ aï¿½ bil 40 klst. eftir ï¿½tsetningu fyrir  B. anthracis. ï¿½ 
rannsï¿½knum ï¿½ NZW kanï¿½num fengu dï¿½rin meï¿½ferï¿½ ï¿½egar ECL -mï¿½ling  ï¿½ sermi var jï¿½kvï¿½ï ¿ ½ fyrir 
verndandi mï¿½tefnavaka eï¿½a ï¿½au hï¿½fï¿½u viï¿½varandi hï¿½kkun lï¿½kamshita yfir upphafsgildi sem var aï¿½ 
meï¿½altali um ï¿½aï¿½ bil  30 klst. eftir ï¿½tsetningu. Lifun var metin 28 dï¿½gum eftir ï¿½tsetningu fyrir 
B. anthracis ï¿½ rannsï¿½knum sem lï¿½st er hï¿½r fyrir neï¿½an.  
 
Verkun staks skammts af obliltoxaximabi ï¿½ blï¿½ï ¿ ½ï ¿ ½ sem einlyfjameï¿½ferï¿½ viï¿½ innï¿½ndunarmiltisbrandi var 
metin ï¿½ einni rannsï¿½kn ï¿½ NZW kanï¿½num og ï¿½remur rannsï¿½knum ï¿½ cynomolgus makakï¿½ï¿½pum (AP202, 
AP204 og AP301); allar rannsï¿½knirnar voru meï¿½ samanburï¿½i viï¿½ lyfleysu, slembiraï¿½aï¿½ar og ï¿½ 
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samrï¿½mi viï¿½ GLP. Rannsï¿½knir AR033, AP202 og AP301 voru blindaï¿½ar; rannsï¿½kn AP204 var 
blinduï¿½ fyrir hï¿½ p. 
 
Tafla 5: Lifunartï¿½ï¿½ni ï¿½ rannsï¿½knum ï¿½ verkun einlyfjameï¿½ferï¿½ar meï¿½ obiltoxaximabi (16  mg/kg) 

 
Hlutfall lifunar ï¿½ lok rannsï¿½knar  
(% [lifendur/n]) p-gildi2 95% CI3 
Lyfleysa Obiltoxaximab 16 mg/kg 

Meï¿½ferï¿½ - NZW kanï¿½nur  
Rannsï¿½kn AR033 1 0 (0/13) 61,5% (8/13) 0,0013* (0,290; 0,861) 
Meï¿½ferï¿½ - Cynomolgus makakï¿½apar  
Rannsï¿½kn AP204 1 6% (1/16) 46,7% (7/15) 0.0068* (0,089; 0,681) 
Rannsï¿½kn AP202 1 0 (0/17) 31,3% (5/16) 0,0085* (0,079; 0,587)  
Fyrirbyggjandi meï¿½ferï¿½ eftir ï¿½tsetningu – Cynomolgus makakï¿½apar  

Rannsï¿½kn 
AP3014 

18 klst. 
eftir 
ï¿½tsetningu  

0 (0/6) 100% (6/6) 0,0012* (0,471; 1,000) 

24 klst. 
eftir 
ï¿½tsetningu  

-- 83% (5/6) 0,0042* (0,230; 0,996) 

36 klst. 
eftir 
ï¿½tsetningu  

-- 50% (3/6) 0,0345 (-0,037; 0,882) 

CI: ï¿½ryggisbil  
1Lifun metin 28 dï¿½gum eftir ï¿½tsetningu fyrir sporum, ï¿½ll slembirï¿½ï¿½uï¿½ dï¿½r sem voru jï¿½kvï¿½ï¿½ fyrir 
bakterï¿½ublï¿½ï¿½smiti fyrir meï¿½ferï¿½, meï¿½ferï¿½ hafin vegna verulegrar hï¿½kkunar ï¿½ lï¿½kamshita (rannsï¿½kn 
AR033) eï¿½a vegna jï¿½kvï¿½ï¿½rar niï¿½urstï¿½ï¿½u ï¿½r mï¿½lingu meï¿½ ECL  fyrir verndandi mï¿½tefnavaka (rannsï¿½kn 
AP204 og AP202). 
2p-gildi er ï¿½r einhliï¿½a Boschloo prï¿½fi (meï¿½ Berger -Boos breytingu ï¿½ gamma=0,001) samanboriï¿½ viï¿½ 
lyfleysu 
3Nï¿½kvï¿½mt 95% ï¿½ryggisbil fyrir mun ï¿½ lifunarhlutfalli  
4Lifun metin 28 dï¿½gum  eftir ï¿½tsetningu fyrir sporum  
*Tï¿½knar tï¿½lfrï¿½ï¿½ilega marktï¿½kni ï¿½ stiginu 0,025  
 
Bï¿½rn  
 
Lyfjastofnun Evrï¿½pu hefur frestaï¿½ krï¿½fu um aï¿½ lagï¿½ar sï¿½u fram niï¿½urstï¿½ï¿½ur ï¿½r rannsï¿½knum ï¿½ 
NYXTHRACIS hjï¿½  einum eï¿½a fleiri undirhï¿½pum barna viï¿½ meï¿½ferï¿½ ï¿½ bacillussï¿½kingu (sjï¿½ upplï¿½singar 
ï¿½ kafla  4.2 um notkun handa bï¿½rnum).  
 
ï¿½etta lyf hefur fengiï¿½ markaï¿½sleyfi samkvï¿½mt ferli um „undantekningartilvik“. ï¿½aï¿½ ï¿½ï¿½ï¿½ir aï¿½ vegna 
ï¿½ess hve sjaldgï¿½fur sjï¿½kdï¿½murinn er og af  siï¿½frï¿½ï¿ ½ilegum ï¿½stï¿½ï¿ ½um hefur ekki reynst mï¿½gulegt aï¿½ afla 
allra tilskilinna gagna um lyfiï¿½.  
Lyfjastofnun Evrï¿½pu metur nï¿½jar upplï¿½singar um lyfiï¿½ aï¿½ mi nnsta kosti ï¿½rlega og uppfï¿½rir samantekt 
ï¿½ eiginleikum lyfsins eftir ï¿½vï¿½ sem ï¿½ï ¿ ½rf krefur . 
 
5.2 Lyfjahvï¿½rf  
 
Frï¿½sog  
 
Lyfjahvï¿½rf obiltoxaximabs eru lï¿½nuleg ï¿½ skammtabilinu 4 mg/kg (0,25- faldur lï¿½gsti rï¿½ï ¿ ½lagï¿½i 
skammtur) til 16 mg/kg eftir staka gjï¿½f ï¿½ blï¿½ï¿½ï¿½ hj ï¿½ heilbrigï¿½um einstaklingum. Eftir staka gjï¿½f ï¿½ 
16 mg/kg af obiltoxaximabi ï¿½ blï¿½ï¿½ï¿½ hjï¿½ heilbrigï¿½um kï¿½rlum og konum var meï¿½altal C max 
400 ± 91,2 mï¿½krï¿½g/ml og meï¿½altal AUC inf 5170 ± 1360 mï¿½krï¿½g·dag/ml. Helmingunartï¿½mi 
obiltoxaximabs var um ï¿½aï¿½ bil 20 dagar ( meï¿½altal).  
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Dreifing 
 
Meï¿½altal dreifingarrï¿½mmï¿½ls obiltoxaximabs viï¿½ jafnvï¿½gi var 79,7 ± 19,2 ml/kg og meira en 
plasmamagniï¿½, sem bendir til nokkurrar vefjadreifingar.  
 
Umbrot 
 
Engar formlegar rannsï¿½knir ï¿½ umbrotum hafa veriï¿½ gerï¿½ar meï¿½ obiltoxaximabi.  
Hins vegar felur dreifing einstofna mï¿½tefna almennt ï¿½ sï¿½r dreifingu ï¿½t fyrir ï¿½ï¿½arï¿½miï¿½ meï¿½ hugsanlegri 
upptï¿½ku ï¿½ vefi og umbrot fyrir tilstilli prï¿½teasa ï¿½ lï¿½til peptï¿½ï ¿ ½ og amï¿½nï¿½sï¿½rur sem sï¿½ï ¿ ½an eru felldar inn ï¿½ 
innrï¿½n ar birgï¿½ir eï¿½a skiljast ï¿½ t. 
 
Brotthvarf 
 
Meï¿½algildi fyrir ï¿½threinsun obiltoxaximabs var 3,35 ± 0,932 ml/d/kg sem var mun lï¿½gra en 
gaukulsï¿½unarhraï¿½inn, sem gefur til kynna nï¿½nast enga ï¿½threinsun obiltoxaximabs um nï¿½ru.  
 
Sï¿½rstakir sjï¿½klingahï¿½par  
 
ï¿½hrif kyns, aldurs og kynï¿½ï¿½ttar  
Lyfjahvï¿½rf obiltoxaximabs voru metin meï¿½ lyfjahvarfagreiningu ï¿½ar sem notuï¿½ voru sermissï¿½ni frï¿½ 
370 heilbrigï¿½um einstaklingum sem fengu stakan skammt ï¿½ blï¿½ï¿½ï¿½ ï¿½ 4  klï¿½nï¿½skum rannsï¿½knum. ï¿½ 
grundvelli ï¿½essarar greiningar hafï¿½i kyn (konur samanboriï¿½ viï¿½ karla), kyn ï¿½ï¿½ttur (aï¿½rir en hvï¿½tir 
samanboriï¿½ viï¿½ hvï¿½ta) eï¿½a aldur (aldraï¿½ir samanboriï¿½ viï¿½ unga) engin marktï¿½k ï¿½hrif ï¿½ 
lyfjahvarfabreytur fyrir obiltoxaximab. Klï¿½nï¿½skar rannsï¿½knir ï¿½ obiltoxaximab i nï¿½ï¿½u ï¿½ï¿½ ekki til 
nï¿½gilegs fjï¿½lda einstaklinga 65 ï¿½ra og eldri til aï¿½ hï¿½gt vï¿½ri aï¿½ ï¿½kvarï¿½a hvort lyfjahvï¿½rf ï¿½eirra vï¿½ru 
frï¿½brugï¿½in lyfjahvï¿½rfum hjï¿½ yngri einstaklingum. Af 320 einstaklingum ï¿½ klï¿½nï¿½skum rannsï¿½knum ï¿½ 
obiltoxaximabi voru 9,4% (30/320) 65 ï¿½ra og eldri, en 2% (6/320) voru 75  ï¿½ra og eldri.  
 
ï¿½hrif tengd lï¿½kamsstï¿½rï¿½  
ï¿½threinsun viï¿½ mikla lï¿½kamsï¿½yngd (109 kg) var u.ï¿½.b.38% hï¿½rri en hjï¿½ viï¿½miï¿½unarï¿½ï¿½ï¿½inu. Eftir 
skï¿½mmtun sem byggï¿½ist ï¿½ ï¿½yngd (16 mg/kg) leiddi ï¿½etta til aukningar ï¿½ AUC inf sem nam 12%, sem 
hefur ekki klï¿½nï¿½ska ï¿½ï¿½ï¿½ingu.  
 
Bï¿½rn  
Lyfjahvï¿½rf obiltoxaximabs hafa ekki veriï¿½ metin hjï¿½ bï¿½rnum. Skammtarï¿½ï ¿ ½leggingarnar ï¿½ tï¿½flu  2 
(kafla 4.2) eru fengnar ï¿½r eftirlï¿½kingum ï¿½ar sem notuï¿½ var nï¿½lgun fyrir lyfjahvï¿½rf ï¿½ï¿½ï¿½is sem hï¿½nnuï¿½ 
var til aï¿½ samsvara ï¿½tsetningu fullorï¿½inna fyrir obiltoxaximabi viï¿½ 16 mg/kg skammt. 
 
5.3 Forklï¿½nï¿½skar upplï¿½singar  
 
Forklï¿½nï¿½skar upplï¿½singar benda ekki til neinnar sï¿½rstakrar hï¿½ttu fyrir menn, ï¿½ grundvelli hefï¿½bundinna 
rannsï¿½kna ï¿½ lyfjafrï¿½ï¿½ilegu ï¿½ryggi, eiturverkunum eftir endurtekna skammta og eiturverkunum ï¿½ ï¿½xlun 
og ï¿½roska.  
 
Meinsemdir ï¿½ miï¿½taugakerfi (bakterï¿½ur, bï¿½lga, blï¿½ï ¿ ½ing og stundum drep) sï¿½ust hjï¿½ miltisbrandssï¿½ktum 
NZW kanï¿½num og cynomolgus makakï¿½ï¿½pum sem ekki lifï¿½u af sem fengu obiltoxaximab ( � 4 mg/kg) ï¿½ 
blï¿½ï¿½ï¿½ eï¿½a lyfleysu til samanburï¿½ar viï¿½ staï¿½festingu sjï¿½kdï¿½msins . Smï¿½sï¿½jar breytingar hjï¿½ dï¿½runum 
sem ekki lifï¿½u af sem fengu obiltoxaximab voru vegna bakterï¿½a utan ï¿½ï¿½a en ekki ï¿½hrifa 
obiltoxaximabs. Ekkert samband greindist ï¿½ milli skammtasvï¿½runar og vefjameinafrï¿½ï¿½i ï¿½ heila. Engar 
meï¿½ferï¿½artengdar heilaskemmdir komu f ram hjï¿½ miltisbrandssï¿½ktum NZW kanï¿½num sem lifï¿½u af (ï¿½ 
degi 28) eï¿½a cynomolgus makakï¿½ï¿½pum (aï¿½ degi  56) eftir staka gjï¿½f obiltoxaximabs ï¿½ skï¿½mmtum sem 
voru allt aï¿½ 16 mg/kg hjï¿½ kanï¿½nunum og allt aï¿½ 32 mg/kg/skammti  hjï¿½ ï¿½punum . Engin 
taugaatferlisfrï¿½ï¿ ½ileg ï¿½h rif tengd obiltoxaximabi komu fram hjï¿½ miltisbrandssï¿½ktum cynomolgus 
makakï¿½ï¿½pum sem lifï¿½u af eftir meï¿½ferï¿½ meï¿½ obiltoxaximabi.  
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Gerï¿½ var rannsï¿½kn ï¿½ ï¿½roska fï¿½sturvï¿½sis og fï¿½sturs hjï¿½ ungafullum, heilbrigï¿½um NZW kanï¿½num sem 
fengu 4 skammta af obiltoxaximabi ï¿½ blï¿½ï¿½ï¿½ allt aï¿½ 32 mg/kg (2-faldur skammtur handa mï¿½nnum byggt 
ï¿½ mg/kg) ï¿½ meï¿½gï¿½ngudï¿½gum  6, 10, 13 og 17. Engin merki komu fram um skaï¿½a ï¿½ ungafullu kanï¿½nunni 
eï¿½a fï¿½strunum af vï¿½ldum obiltoxaximabs. Uppsï¿½fnuï¿½ ï¿½tsetning hjï¿½ NZW kanï¿½num 
(10.000 mï¿½krï¿½g •dag/ml) viï¿½ NOAEL sem er 32 mg/kg/skammt (n=4 skammtar) byggt ï¿½ AUC 0-15 dï¿½gum  
var u.ï¿½.b. tvï¿½falt sam einaï¿½  meï¿½al AUC hjï¿½ kï¿½rlum og konum  viï¿½ klï¿½nï¿½ska 16  mg/kg skammtinn ï¿½ 
blï¿½ï¿½ï¿½. C max gildi eftir 32 mg/kg/skammt voru 1180 mï¿½krï¿½g •dag/ml. 
 
Rannsï¿½knir ï¿½ krabbameinsval dandi ï¿½hrifum, eiturverkunum ï¿½ erfï¿½aefni og frjï¿½semi hafa ekki veriï¿½ 
gerï¿½ar meï¿½ obiltoxaximabi.  
 
 
6. LYFJAGERï¿½ARFRï¿½ï¿½ILEGAR UPPLï¿½SINGAR 
 
6.1 Hjï¿½lparefni  
 
Histidï¿½n  
Sorbï¿½tï¿½l (E420)  
Pï¿½lï¿½sorbat  80 (E433) 
Saltsï¿½ra (E507, til stillingar ï¿½ pH)  
Natrï¿½umhï¿½droxï¿½ï¿½ (E524, til stillingar ï¿½ pH)  
Vatn fyrir stungulyf 
 
6.2 ï¿½samrï¿½manleiki  
 
Ekki mï¿½ blanda ï¿½essu lyfi saman viï¿½ ï¿½nnur lyf en ï¿½au sem nefnd eru ï¿½ kafla  6.6. 
 
6.3 Geymsluï¿½ol  
 
ï¿½rofiï¿½ hettuglas  
 
7 ï¿½r  
 
ï¿½ynnt lausn ï¿½ innrennslispoka  
 
Eftir ï¿½ynningu ï¿½ innrennslispoka hefur veriï¿½ sï¿½nt fram ï¿½ efnafrï¿½ï¿½ilegan, eï¿½lisfrï¿½ï¿½ilegan og 
ï¿½rverufrï¿½ï¿½ilegan stï¿½ï¿½ugleika viï¿½ notkun ï¿½ 8 klukkustundir viï¿½ stofuhita (20°C -25°C) eï¿½a ï¿½ kï¿½li 
(2°C-8°C). 
 
Frï¿½ ï¿½rverufrï¿½ï¿½ilegum sjï¿½narhï¿½li skal nota lyfiï¿½ strax, nema aï¿½f erï¿½ viï¿½ opnun/blï¿½ndun/ï¿½ynningu 
ï¿½tiloki hï¿½ttu ï¿½ ï¿½rverumengun. 
 
Ef ï¿½aï¿½ er ekki notaï¿½ strax, er geymslutï¿½mi og geymsluaï¿½stï¿½ï¿½ur viï¿½ notkun ï¿½ ï¿½byrgï¿½ notandans.  
 
ï¿½ynnt lausn ï¿½ innrennslissprautu  
 
ï¿½egar ï¿½ynnt lausn af NYXTHRACIS hefur veriï¿½ ï¿½tbï¿½in skal gefa hana strax og hana mï¿½ ekki geyma. 
Farga skal ï¿½notuï¿½u lyfi.  
 
6.4 Sï¿½rstakar varï¿½ï¿½arreglur viï¿½ geymslu  
 
Geymiï¿½ ï¿½ kï¿½li (2°C -8°C). 
Mï¿½ ekki frjï¿½sa.  
Geymiï¿½ ï¿½ upprunalegum umbï¿½ï¿½um til varnar gegn ljï¿½si.  
 
Geymsluskilyrï¿½i eftir ï¿½ynningu lyfsins, sjï¿½ kafla  6.3. 
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6.5 Gerï¿½ ï¿½lï¿½ts og innihald  
 
600 mg/6 ml af ï¿½ykkni ï¿½ hettuglasi (gler af gerï¿½ I) meï¿½ gï¿½mmï¿½tappa og pï¿½lï¿½prï¿½pï¿½lenloki meï¿½ 
ï¿½linnsigli.  
Pakkningin inniheldur 1 hettuglas. 
 
6.6 Sï¿½rstakar varï¿½ï¿½arrï¿½ï¿½stafanir viï¿½ fï¿½rgun og ï¿½nnur meï¿½hï¿½ndlun  
 
Mikilvï¿½gar leiï¿½beiningar um blï¿½ndun  
 
x Innrennslisï¿½ykkni , lausn skal skoï¿½a meï¿½ tilliti til agna og mislitunar ï¿½ï¿½ur en ï¿½aï¿½ er gefiï¿½. 

NYXTHRACIS er tï¿½r eï¿½a ï¿½pallï¿½sandi, litlaus, fï¿½lgul eï¿½a fï¿½lbrï¿½ngul lausn sem getur innihaldiï¿½ 
nokkrar hï¿½lfgagnsï¿½jar eï¿½a hvï¿½tar prï¿½teinkenndar agnir (sem fj arlï¿½gï¿½ar verï¿½a meï¿½ slï¿½ngusï¿½un).  

x Fargiï¿½ hettuglasinu ef lausnin er mislituï¿½ eï¿½a inniheldur utanaï¿½komandi agnir (sjï¿½ kafla  3). 
x Ekki hrista hettuglasiï¿½.  
 
Blï¿½ndun og ï¿½ynning ï¿½ innrennslispoka  
 
1. Reikniï¿½ ï¿½t milligrï¿½mm obiltoxaximabs sem nota ï¿½arf meï¿½ ï¿½vï¿½ aï¿½ margfalda rï¿½ï¿½lagï¿½an mg/kg 

skammt ï¿½ tï¿½flu  2 (sjï¿½ kafla 4.2) meï¿½ lï¿½kamsï¿½yngd sjï¿½klingsins ï¿½ kï¿½lï¿½um.  
2. Reikniï¿½ ï¿½t nauï¿½synlegt magn af obiltoxaximab innrennslisï¿½ykkni, lausn ï¿½ millilï¿½trum og fjï¿½lda 

hettuglasa sem ï¿½arf fyrir skammtinn meï¿½ ï¿½vï¿½ aï¿½ deila ï¿½ reiknaï¿½an skammt ï¿½ milligrï¿½mmum 
(skref 1) meï¿½ ï¿½ï¿½ttninni, 100 mg/ml. Hvert hettuglas gefur 6  ml af obiltoxaximab 
innrennslisï¿½ykkni, lausn.  

3. Veljiï¿½ innrennslispoka meï¿½ 9 mg/ml (0,9%) natrï¿½umklï¿½rï¿½ ï¿½ stungulyfi, lausn ï¿½ viï¿½eigandi stï¿½rï¿½. 
Dragiï¿½ sama magn af lausn ï¿½r innr ennslispokanum og reiknaï¿½a magniï¿½ af obiltoxaximabi ï¿½ 
millilï¿½trum ï¿½ skrefi 2 hï¿½r fyrir ofan. Fargiï¿½ lausninni sem var dregin ï¿½r innrennslispokanum.  

4. Dragiï¿½ nauï¿½synlegt magn af obiltoxaximab innrennslisï¿½ykkni, lausn (reiknaï¿½ frï¿½ skrefi  2) ï¿½r 
hettuglasinu(glï¿½ sunum) meï¿½ NYXTHRACIS. Fargiï¿½ ï¿½llu ï¿½notuï¿½u lyfi sem eftir er ï¿½ 
NYXTHRACIS hettuglasinu. 

5. Fï¿½riï¿½ nauï¿½synlegt magn af obiltoxaximab innrennslisï¿½ykkni, lausn yfir ï¿½ valda 
innrennslispokann. 

6. Snï¿½iï¿½ innrennslispokanum varlega til aï¿½ blanda lausnina. Hristiï¿½ ekki. 
7. Innrennsliï¿½ ï¿½arf aï¿½ gefa ï¿½ 90 mï¿½nï¿½tum meï¿½ innrennslishraï¿½anum sem lï¿½st er ï¿½ tï¿½flu 3 (sjï¿½ 

kafla 4.2) meï¿½ 0,22 mï¿½kr ï¿½na slï¿½ngusï¿½u.  
8. Tilbï¿½na lausnin er stï¿½ï¿½ug ï¿½ 8 klst. ef hï¿½n er geymd viï¿½ stofuhita 20°C til 25°C eï¿½a ï¿½ 8 klst. ef 

hï¿½n er geymt ï¿½ kï¿½li viï¿½ 2°C til 8°C.  
 
Blï¿½ndun og ï¿½ynning ï¿½ innrennslissprautu  
 
1. Reikniï¿½ ï¿½t milligrï¿½mm obiltoxaximabs sem nota ï¿½arf meï¿½ ï¿½vï¿½ aï¿½ margfalda rï¿½ï¿½lagï¿½an mg/kg 

skammt ï¿½ tï¿½flu  2 (sjï¿½ kafla 4.2) meï¿½ lï¿½kamsï¿½yngd sjï¿½klingsins ï¿½ kï¿½lï¿½um.  
2. Reikniï¿½ ï¿½t nauï¿½synlegt magn af obiltoxaxim ab innrennslisï¿½ykkni, lausn ï¿½ millilï¿½trum og fjï¿½lda 

hettuglasa sem ï¿½arf fyrir skammtinn meï¿½ ï¿½vï¿½ aï¿½ deila ï¿½ reiknaï¿½an skammt ï¿½ milligrï¿½mmum 
(skref 1) meï¿½ ï¿½ï¿½ttninni , 100 mg/ml. Hvert hettuglas gefur 6 ml af NYXTHRACIS 
innrennslisï¿½ykkni, lausn.  

3. Veljiï¿½ sprautu  ï¿½ viï¿½eigandi stï¿½rï¿½ fyrir heildarinnrennslismagniï¿½ sem gefa ï¿½.  
4. Notiï¿½ vï¿½ldu sprautuna og 0,22 mï¿½krona slï¿½ngusï¿½u til aï¿½ draga upp nauï¿½synlegt magn af 

obiltoxaximab innrennslisï¿½ykkni, lausn (reiknaï¿½ ï¿½t frï¿½ skrefi  2). Fargiï¿½ ï¿½llu ï¿½notuï¿½u lyfi sem 
eftir er ï¿½ NYXTHRACIS hettuglasinu (glï¿½sunum) . 

5. Dragiï¿½ upp viï¿½eigandi magn af 9 mg/ml (0,9%) af natrï¿½umklï¿½rï¿½ ï¿½ stungulyfi, lausn til aï¿½ blanda 
heildarinnrennslismagniï¿½ sem tilgreint er ï¿½ tï¿½flu  2. 

6. Blandiï¿½ lausninni varlega saman. Hristiï¿½ ekki.  
7. ï¿½egar ï¿½ynnt lausn af obiltoxaximabi hefur veriï¿½ ï¿½tbï¿½in ï¿½arf aï¿½ gefa hana strax. Geymiï¿½ ekki 

lausnina ï¿½ sprautunni. Fargiï¿½ ï¿½notuï¿½u lyfi.  
 
Fï¿½rgun  
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Farga skal ï¿½llum lyfjaleifum og/eï¿½a ï¿½rgangi ï¿½ samrï¿½mi viï¿½ gildandi reglur. 
 
 
7. MARKAï¿½SLEYFISHAFI  
 
SFL Pharmaceuticals Deutschland GmbH 
Marie-Curie-Strasse 8 
79539 Lï¿½rrach 
ï¿½ï¿½skaland 
 
 
8. MARKAï¿½SLEYFISNï¿½MER 
 
EU/1/20/1485/001 
 
 
9. DAGSETNING FYRSTU ï¿½TGï¿½FU MARKAï¿½SLEYFIS / ENDURNï¿½JUNAR 

MARKAï¿½SLEYFIS  
 
Dagsetning fyrstu ï¿½tgï¿½fu markaï¿½sleyfis: 18. nï¿½vember 2020  
 
 
10. DAGSETNING ENDURSKOï¿½UNAR TEXTANS  
 
ï¿½tarlegar upplï¿½singar um lyfiï¿½ eru birtar ï¿½ vef Lyfjastofnunar Evrï¿½pu http://www.ema.europa.eu  og ï¿½ 
vef Lyfjastofnunar (www.serlyfjaskra.is). 
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VIï¿½AUKI  II 
 

A. FRAMLEIï¿½ENDUR Lï¿½FFRï¿½ï¿½ILEGRA VIRKRA EFNA OG 
FRAMLEIï¿½ENDUR SEM ERU ï¿½BYRGIR FYRIR 
LOKASAMï¿½YKKT  

 
B. FORSENDUR FYRIR, Eï¿½A TAKMARKANIR ï¿½, 

AFGREIï¿½SLU OG NOTKUN 
 

C. Aï¿½RAR FORSENDUR OG SKILYRï¿½I MARKAï¿½SLEYFIS  
 

D. FORSENDUR Eï¿½A TAKMARKANIR ER VARï¿½A ï¿½RYGGI 
OG VERKUN VIï¿½ NOTKUN LYFSINS  

 
E. Sï¿½RSTï¿½K SKYLDA TIL Aï¿½ LJï¿½KA Aï¿½GERï¿½UM EFTIR 

ï¿½TGï¿½FU MARKAï¿½SLEYFIS SEM GEFIï¿½ HEFUR VERIï¿½ 
ï¿½T SAMKVï¿½MT FERLI UM UNDANTEKNINGARTILVIK  
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A. FRAMLEIï¿½ENDUR Lï¿½FFRï¿½ï¿½ILEGRA VIRKRA EFNA OG FRAMLEIï¿½ENDUR 
SEM ERU ï¿½BYRGIR FYRIR LOKASAMï¿½YKKT  

 
Heiti og heimilisfang framleiï¿½enda lï¿½ffrï¿½ï¿ ½ilegra virkra efna  
 
Lonza Biologics, Inc. 
101 International Drive 
Portsmouth, NH 03801 
Bandarï¿½kin  
 
Heiti og heimilisfang framleiï¿½enda sem eru ï¿½byrgir fyrir lokasamï¿½ykkt  
 
AcertiPharma B.V. 
Boschstraat 51 
4811 GC, Breda 
Holland 
 
 
B. FORSENDUR FYRIR, Eï¿½A TAKMARKANIR ï¿½, AFGREIï¿½SLU OG NOTKUN 
 
Lyfiï¿½ er lyfseï¿½ilsskylt.  
 
 
C.  Aï¿½RAR FORSENDUR OG SKILYRï¿½I MARKAï¿½SLEYFIS  
 
x Samantektir um ï¿½ryggi lyfsins (PSUR)  

 
Skilyrï¿½i um hvernig leggja skal fram samantektir um ï¿½ryggi lyfsins koma fram ï¿½ lista yfir 
viï¿½miï¿½unardagsetningar Evrï¿½pusambandsins (EURD lista) sem gerï¿½ er krafa um ï¿½ grein 107c(7) 
ï¿½ tilskipun  2001/83/EB og ï¿½llum sï¿½ï¿½ari uppfï¿½rslum sem birtar eru ï¿½ evrï¿½psku lyfjavefgï¿½ttinni.  
 
 
D. FORSENDUR Eï¿½A TAKMARKANIR ER VARï¿½A ï¿½RYGGI OG VERKUN VIï¿½ 

NOTKUN LYFSINS 
 
x ï¿½ï¿½tlun um ï¿½hï¿½ttustjï¿½rnun 

 
Markaï¿½sleyfishafi skal sinna lyfjagï¿½taraï¿½gerï¿½um sem krafist er, sem og ï¿½ï¿½rum rï¿½ï¿½stï¿½funum 
eins og fram kemur ï¿½ ï¿½ï¿½tlun um ï¿½hï¿½ttustjï¿½rnun ï¿½ kafla  1.8.2 ï¿½ markaï¿½sleyfinu og ï¿½llum 
uppfï¿½rslum ï¿½ ï¿½ï¿½tlun um ï¿½hï¿½ttustjï¿½rnun sem ï¿½kveï¿½nar verï¿½a.  
 
Leggja skal fram uppfï¿½rï¿½a ï¿½ï¿½tlun um ï¿½hï¿½ttustjï¿½rnun:  

x Aï¿½ beiï¿½ni Lyfjastofnunar Evrï¿½pu.  
x ï ¿ ½egar ï¿½hï¿½ttustjï¿½rnunarkerfinu er breytt, sï¿½rstaklega ef ï¿½aï¿½ ger ist ï¿½ kjï¿½lfar ï¿½ess aï¿½ nï¿½jar 

upplï¿½singar berast sem geta leitt til mikilvï¿½gra breytinga ï¿½ hlutfalli ï¿½vinnings/ï¿½hï¿½ttu eï¿½a 
vegna ï¿½ess aï¿½ mikilvï¿½gur ï¿½fangi (tengdur lyfjagï¿½t eï¿½a lï¿½gmï¿½rkun ï¿½hï¿½ttu) nï¿½st.  

 
 
E. Sï¿½RSTï¿½K SKYLDA TIL Aï¿½ LJï¿½KA Aï¿½GERï¿½UM EFTIR ï¿½TGï¿½FU 

MARKAï¿½SLEYFIS SEM GEFIï¿½ HEFUR VERIï¿½ ï¿½T SAMKVï¿½MT FERLI UM 
UNDANTEKNINGARTILVIK 

 
ï¿½etta lyf hefur veriï¿½ samï¿½ykkt samkvï¿½mt ferli um undantekningartilvik og ï¿½ samrï¿½mi viï¿½ grein 14(8) 
ï¿½ reglugerï¿½ (EB) nr. 726/2004 skal markaï¿½sleyfishafi framkvï¿½ma eftirfar andi innan tilgreindra 
tï¿½mamarka:  
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Lï¿½sing  Tï¿½mamï¿½rk  
 
Til ï¿½ess aï¿½ gilda obiltoxaximab PK aï¿½ferï¿½ina (GCL -160) ï¿½ sermi hjï¿½ 
mï¿½nnum skal markaï¿½sleyfishafi leggja fram niï¿½urstï¿½ï¿½ur ï¿½r 
fullgildingu prï¿½funarinnar fyrir eftirfarandi ï¿½ï¿½tti ï¿½ï¿½ur en prï¿½funin er 
notuï¿½ til aï¿½ greina sï¿½ni ï¿½ klï¿½nï¿½sku rannsï¿½kninni AH501: truflun af 
vï¿½ldum PA (63 og 83), EF, LF og ADA og ï¿½rangur af prï¿½fun ï¿½ sermi 
sem er rauï¿½aleysandi og meï¿½ aukinni blï¿½ï¿½fitu (lipemic). Framkvï¿½ma 
skal hliï¿½stï¿½ï¿½u (parallelism) meï¿½ sï¿½num ï¿½r fyrirhuguï¿½u opnu 
vettvangsrannsï¿½kninni AH501.  
 
 
 
Til aï¿½ meta klï¿½nï¿½ska svï¿½run, ï¿½ryggi og ï¿½ol, ï¿½ar meï¿½ taliï¿½ 
sjï¿½kdï¿½msferli og lifun hjï¿½ einstaklingum meï¿½ grunaï¿½, lï¿½klegt eï¿½a 
staï¿½fest tilvik innï¿½ndunarmiltisbrands sem meï¿½hï¿½ndlaï¿½ hefur veriï¿½ 
meï¿½ obiltoxaximabi skal markaï¿½sleyfishaf i framkvï¿½ma, samkvï¿½mt 
samï¿½ykktri aï¿½ferï¿½arlï¿½singu, og leggja fram niï¿½urstï¿½ï¿½ur ï¿½r 
lokaskï¿½rslu ï¿½r 4. stigi opnu vettvangsrannsï¿½knarinnar  AH501 viï¿½ 
uppkomu miltisbrands ï¿½ ï¿½eim lï¿½ndum ï¿½ar sem obiltoxaximab er leyft 
og fï¿½anlegt.  
 
 
 
 

 
Skal leggja fram ï¿½samt 
klï¿½nï¿½skri lokaskï¿½rslu 
rannsï¿½knar AH501  
 
 
 
 
 
 
 
 
ï¿½rsskï¿½rslur sem skila ï¿½  
 
Lokaskï¿½rsla verï¿½ur lï¿½gï¿½ 
fram eigi sï¿½ï¿ ½ar en 
12 mï¿½nuï¿½um eftir sï¿½ï ¿ ½ustu 
gjï¿½f obiltoxaximabs eï¿½a 
sï¿½ï¿½ustu gagnasï¿½fnun ï¿½ tilviki 
afturvirkrar gagnasï¿½fnunar  

 

Ly
fiÄ

 e
r e

kk
i l

en
gu

r m
eÄ

 m
ar

ka
Äs

le
yf

i



17 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

VIï¿½AUKI  III 
 

ï¿½LETRANIR OG FYLGISEï¿½ILL  
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A. ï¿½LETRANIR  
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UPPLï¿½SINGAR SEM EIGA Aï¿½ KOMA FRAM ï¿½ YTRI UMBï¿½ï¿½UM  
 
ASKJA 
 
 
1. HEITI LYFS 
 
NYXTHRACIS 100 mg/ml sï¿½ft ï¿½ykkni  
obiltoxaximab 
 
 
2. VIRK(T) EFNI 
 
1 ml: 100 mg af obiltoxaximabi. 
 
 
3. HJï¿½LPAREFNI  
 
Hjï¿½lparefni: histidï¿½n, sorbitï¿½l, E433, saltsï¿½ra, natrï¿½umhï¿½droxï¿½ï¿½, vatn fyrir stungulyf.  
 
 
4. LYFJAFORM OG INNIHALD 
 
Innrennslisï¿½ykkni, lausn  
600 mg/6 ml 
1 hettuglas 
 
 
5. Aï¿½FERï¿½ VIï¿½ LYFJAGJï¿½F OG ï¿½KOMULEIï¿½(IR)  
 
Lesiï¿½ fylgiseï¿½ilinn fyrir notkun.  
i.v. eftir ï¿½ynningu.  
Eingï¿½ngu einnota.  
Hristiï¿½ ekki.  
 
QR-kï¿½ï¿½i kemur hï¿½r  + www.obiltoxaximab-sfl.eu 
 
 
6. Sï¿½RSTï¿½K VARNAï¿½ARORï¿½ UM Aï¿½ LYFIï¿½ SKULI GEYMT ï¿½AR SEM Bï¿½RN 

HVORKI Nï¿½ TIL Nï¿½ SJï¿½ 
 
 
7. ï¿½NNUR Sï¿½RSTï¿½K VARNAï¿½ARORï¿½, EF MEï¿½ ï¿½ARF  
 
 
 
8. FYRNINGARDAGSETNING 
 
EXP 
 
 
9. Sï¿½RSTï¿½K GEYMSLUSKILYRï¿½I  
 
Geymiï¿½ ï¿½ kï¿½li.  
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Mï¿½ ekki frjï¿½sa.  
Geymiï¿½ ï¿½ upprunalegum umbï¿½ï¿½um til varnar gegn ljï¿½si.  
 
 
10. Sï¿½RSTAKAR VARï¿½ï¿½ARRï¿½ï¿½STAFANIR VIï¿½ Fï¿½RGUN LYFJALEIFA Eï¿½A 

ï¿½RGANGS VEGNA LYFSINS ï¿½AR SEM VIï¿½ ï¿½  
 
 
11. NAFN OG HEIMILISFANG MARKAï¿½SLEYFISHAFA 
 
SFL Pharmaceuticals Deutschland GmbH 
Marie-Curie-Strasse 8 
79539 Lï¿½rrach  
ï¿½ï¿½skaland  
 
 
12. MARKAï¿½SLEYFISNï¿½MER 
 
EU/1/20/1485/001 
 
 
13. LOTUNï¿½MER 
 
Lot 
 
 
14. AFGREIï¿½SLUTILHï¿½GUN 
 
 
15. NOTKUNARLEIï¿½BEININGAR 
 
 
16. UPPLï¿½SINGAR MEï¿½ BLINDRALETRI  
 
Fallist hefur veriï¿½ ï¿½ rï¿½k fyrir undanï¿½ï¿½gu frï¿½ krï¿½fu um blindraletur.  
 
 
17. EINKVï¿½MT AUï¿½KENNI – TVï¿½Vï¿½TT STRIKAMERKI  
 
ï¿½ pakkningunni er tvï¿½vï¿½tt strikamerki meï¿½ einkvï¿½mu auï¿½kenni.  
 
 
18. EINKVï¿½MT AUï¿½KENNI – UPPLï¿½SINGAR SEM Fï¿½LK GETUR LESIï¿½  
 
PC 
SN 
NN Ly

fiÄ
 e

r e
kk

i l
en

gu
r m

eÄ
 m

ar
ka

Äs
le

yf
i



21 

 
Lï¿½GMARKS UPPLï¿½SINGAR SEM SKULU KOMA FRAM ï¿½ INNRI UMBï¿½ï¿½UM Lï¿½TILLA 
EININGA 
 
MIï¿½I ï¿½ HETTUGLASI  
 
 
1. HEITI LYFS OG ï¿½KOMULEIï¿½(IR)  
 
NYXTHRACIS 100 mg/ml sï¿½ft ï¿½ykkni  
obiltoxaximab 
i.v. eftir ï¿½ynningu.  
 
 
2. Aï¿½FERï¿½ VIï¿½ LYFJAGJï¿½F  
 
Eingï¿½ngu einnota.  
 
 
3. FYRNINGARDAGSETNING 
 
EXP 
 
 
4. LOTUNï¿½MER 
 
Lot 
 
 
5. INNIHALD TILGREINT SEM ï¿½YNGD, Rï¿½MMï¿½L Eï¿½A FJï¿½LDI EININGA 
 
600 mg/6 ml 
 
 
6. ANNAï¿½  
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B. FYLGISEï¿½ILL 
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Fylgiseï¿½ill: Upplï¿½singar fyrir sjï¿½kling  
 

NYXTHRACIS 100 mg/ml innrennslisï¿½ykkni, lausn 
obiltoxaximab 

 
ï¿½etta lyf er undir sï¿½rstï¿½ku eftirliti til aï¿½ nï¿½jar upplï¿½singar um ï¿½ryggi lyfsins komist fljï¿½tt og 

ï¿½rugglega til skila. Allir geta hjï¿½lpaï¿½ til viï¿½ ï¿½etta meï¿½ ï¿½vï¿½ aï¿½ tilkynna aukaverkanir sem koma fram. 
Aftast ï¿½ kafla  4 eru upplï¿½singar um hvernig tilkynna ï¿½ aukaverkanir.  
 
Lesiï¿½ allan fylgiseï¿½ilinn vandlega ï¿½ï¿½ur en byrjaï¿½ er aï¿½ nota lyfiï¿½. ï¿½ honum eru mikilvï¿½gar 
upplï¿½singar.  
- Geymiï¿½ fylgiseï¿½ilinn. Nauï¿½synlegt getur veriï¿½ aï¿½ lesa hann sï¿½ï¿½ar.  
- Leitiï¿½ til lï¿½knisins, lyfjafrï¿½ï¿½ings eï¿½a hjï¿½krunarfrï¿½ï¿½ingsins ef ï¿½ï¿½rf er ï¿½ frekari upplï¿½singum.  
- Lï¿½tiï¿½ lï¿½kninn, lyfjafrï¿½ï¿½ing eï¿½a hjï¿½krunarfrï¿½ï¿½inginn vita um allar aukaverkanir. ï¿½etta gildir 

einnig um aukaverkanir sem ekki er minnst ï¿½ ï¿½ ï¿½essum fylgiseï¿½li. Sjï¿½  kafla 4. 
 
ï ¿ ½ fylgiseï¿½linum eru eftirfarandi kaflar:  
 
1. Upplï¿½singar um NYXTHRACIS  og viï¿½ hverju ï¿½aï¿½ er notaï¿½  
2. ï¿½ï¿½ur en byrjaï¿½ er aï¿½ gefa NYXTHRACIS 
3. Hvernig gefa ï¿½ NYXTHRACIS  
4. Hugsanlegar aukaverkanir 
5. Hvernig geyma ï¿½ NYXTHRACIS 
6. Pakkningar og aï¿½rar upplï¿½singar  
 
 
1. Upplï¿½singar um NYXTHRACIS  og viï¿½ hverju ï¿½aï¿½ er notaï¿½  
 
NYXTHRACIS inniheldur virka efniï¿½ obiltoxaximab. Obiltoxaximab er einstofna mï¿½tefni sem er 
tegund prï¿½teins sem festist viï¿½ eiturefnin sem bakterï¿½urnar sem valda milt isbrandi gefa frï¿½ sï¿½r og gerir 
ï¿½au ï¿½virk.  
 
NYXTHRACIS er notaï¿½ ï¿½samt sï¿½klalyfjum til meï¿½ferï¿½ar ï¿½ fullorï¿½num og bï¿½rnum meï¿½ miltisbrand af 
vï¿½ldum innï¿½ndunar ï¿½ bakterï¿½unni (innï¿½ndunarmiltisbrandi ). 
 
NYXTHRACIS mï¿½ einnig nota ef ï¿½ï ¿ ½ gï¿½tir hafa komist ï¿½ snerting u viï¿½ miltisbrandsbakterï¿½u eï¿½a grï¿½ en 
hefur engin einkenni sjï¿½kdï¿½msins og ef engin ï¿½nnur meï¿½ferï¿½ er viï¿½eigandi eï¿½a ï¿½ boï¿½i.  
 
 
2. ï¿½ï¿½ur en byrjaï¿½ er aï¿½ gefa NYXTHRACIS  
 
Ekki mï¿½ gefa NYXTHRACIS 
- ef um er aï¿½ rï¿½ï ¿ ½a ofnï¿½mi fyrir tobiltoxaximabi eï¿½a einhverju ï¿½ï¿½ru innihaldsefni lyfsins (talin 

upp ï¿½ kafla  6). 
 
Varnaï¿½arorï¿½ og varï¿½ï¿½arreglur  
Leitiï¿½ rï¿½ï¿½a hjï¿½ lï¿½kninum, lyfjafrï¿½ï¿½ingi eï¿½a hjï¿½krunarfrï¿½ï¿½ingnum ï¿½ï¿½ur en NYXTHRACIS er gefiï¿½ : 
 
- ef ï¿½ï¿½ (eï¿½a barniï¿½) eruï¿½ meï¿½ arfgengt frï¿½ktï¿½saï¿½ï¿½ol sem er mjï¿½g sjaldgï¿½fur erfï¿½agalli eï¿½a ef 

barniï¿½ getur ekki lengur neytt sï¿½trar fï¿½ï¿½u eï¿½a drykkja vegna ï¿½gleï¿½i, uppkasta eï¿½a ï¿½ï¿½ï¿½gilegra 
ï¿½hrifa eins og uppï¿½embu, magakrampa eï¿½a niï¿½urgangs. 

 
Ofnï¿½misviï¿½brï¿½gï¿½ sem geta komiï¿½ fyrir eftir meï¿½ferï¿½ meï¿½ NYXTHRACIS  geta stundum veriï¿½ 
alvarleg. ï¿½ï¿½ gï¿½tir fengiï¿½ andhistamï¿½n ï¿½ï¿½ur en ï¿½ï¿½ fï¿½rï¿½ NYXTHRACIS til aï¿½ draga ï¿½r hï¿½ttu ï¿½ 
ofnï¿½misviï¿½brï¿½gï¿½um.  
 
Notkun annarra lyfja samhliï¿½a NYXTHRACIS  
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Lï¿½tiï¿½ lï¿½kninn eï¿½a lyfjafrï¿½ï¿½ing vita um ï¿½ll ï¿½nnur lyf sem eru notuï¿½, hafa nï¿½lega veriï¿½ notuï¿½ eï¿½a kynnu 
aï¿½ verï¿½a notuï¿½.  
ï¿½ï¿½ gï¿½tir fengiï¿½ sï¿½klalyf (t.d. c ï¿½prï¿½floxasï¿½n) til aï¿½ hjï¿½lpa til viï¿½ meï¿½hï¿½ndlun ï¿½ innï¿½ndunarmiltisbrandi.  
 
Meï¿½ganga og brjï¿½stagjï¿½f  
Viï¿½ meï¿½gï¿½ngu, brjï¿½stagjï¿½f, grun um ï¿½ungun eï¿½a ef ï¿½ungun er fyrirhuguï¿½ skal leita rï¿½ï¿½a hjï¿½ lï¿½kninum 
ï¿½ï¿½ur en lyf iï¿½ er gefiï¿½ . 
 
Ekki er ï¿½ekkt hvort NYXTHRACIS  geti haft skaï¿½leg ï¿½hrif ï¿½ ï¿½fï¿½tt barn.  
 
Ekki er ï¿½ekkt hvort NYXTHRACIS  berst ï¿½ brjï¿½stamjï¿½lk. ï¿½ï¿½ og lï¿½knirinn muniï¿½ ï¿½kveï¿½a hvort ï¿½ï¿½ 
skulir hafa barn ï¿½ brjï¿½sti eftir aï¿½ ï¿½ï¿½ fï¿½rï¿½ NYXTHRACIS . 
 
Akstur og notkun vï¿½la  
NYXTHRACIS getur valdiï¿½ aukaverkunum eins og hï¿½fuï¿½verk, sundli, ï¿½reytu og uppkï¿½stum. ï¿½etta 
getur haft ï¿½hrif ï¿½ hï¿½fni ï¿½ï¿½na til aksturs eï¿½a stjï¿½rnunar vï¿½la.  
 
NYXTHRACIS inniheldur sorbitï¿½l (E420)  
Sorbitï¿½l breytist ï¿½ frï¿½ktï¿½sa (sykurtegund). Ef ï¿½ï¿½ (eï¿½a barniï¿½) eruï¿½ meï¿½ arfgengt frï¿½ktï¿½saï¿½ï¿½ol sem er 
mjï¿½g sjaldgï¿½fur erfï¿½agalli gï¿½ti lï¿½knirinn ï¿½kveï¿½iï¿½ aï¿½ ï¿½ï¿½ (eï¿½a barniï¿½) megiï¿½ ekki nota lyfiï¿½. Sjï¿½klingar 
meï¿½ arfgengt frï¿½ktï¿½saï¿½ï¿½ol geta ekki brotiï¿½ niï¿½ur frï¿½ktï¿½sa sem getur valdiï¿½ alvarlegum aukaverkunum.  
ï¿½ï¿½ur en lyfiï¿½ er notaï¿½ verï¿½ur aï¿½ segja lï¿½kninum frï¿½ arfgengu frï¿½ktï¿½saï¿½ï¿½oli eï¿½a ï¿½vï¿½ ef barn getur  ekki 
lengur neytt sï¿½trar fï¿½ï¿½u eï¿½a drykkja vegna ï¿½gleï¿½i, uppkasta eï¿½a ï¿½ï¿½ï¿½gilegra ï¿½hrifa eins og uppï¿½embu, 
magakrampa eï¿½a niï¿½urgangs. 
 
NYXTHRACIS inniheldur natrï¿½um  
Lyfiï¿½ inniheldur minna en 1 mmï¿½l (23 mg) af natrï¿½um ï¿½ hverju 6 ml hettuglasi af NYXTHRACIS, 
ï¿½.e.a.s. er sem nï¿½st natrï¿½umlaust.  
 
 
3. Hvernig gefa ï¿½ NYXTHRACIS  
 
Lï¿½knir eï¿½a hjï¿½krunarfrï¿½ï¿½ingurinn gefur ï¿½ï¿½r NYXTHRACIS . Lï¿½knirinn eï¿½a hjï¿½krunarfrï¿½ï¿½ingurinn 
reiknar skammtinn ï¿½t frï¿½ ï¿½yngd ï¿½inni (eï¿½a barnsins).  
 
Lï¿½knirinn, hjï¿½krunarfrï¿½ï¿½ingurinn eï¿½a lyfjafrï¿½ï¿½ingur blandar lyfiï¿½ fyrir innrennsli.  
NYXTHRACIS lausnin verï¿½ur gefin sem 90 mï¿½nï¿½tna innrennsli (dreypi) ï¿½ blï¿½ï¿½ï¿½, venjulega ï¿½ 
handlegginn. Fylgst verï¿½ur meï¿½ ï¿½ï¿½r ï¿½ me ï¿½an ï¿½ï¿½ fï¿½rï¿½ NYXTHRACIS og einnig ï¿½ a.m.k. eina 
klukkustund eftir innrennsliï¿½. 
ï¿½ï¿½ur en NYXTHRACIS  er gefiï¿½ eru venjulega gefin lyf til aï¿½ koma ï¿½ veg fyrir eï¿½a draga ï¿½r 
ofnï¿½misviï¿½brï¿½gï¿½um.  
 
Leitiï¿½ til lï¿½knisins, lyfjafrï¿½ï¿½ings eï¿½a hjï¿½krunarfrï¿½ï¿½ingsins ef ï¿½ï¿½rf er ï¿½ frekari upplï¿½singum um 
notkun lyfsins. 
 
 
4. Hugsanlegar aukaverkanir 
 
Eins og viï¿½ ï¿½ um ï¿½ll lyf getur ï¿½etta lyf valdiï¿½ aukaverkunum en ï¿½aï¿½ gerist ï¿½ï¿½ ekki hjï¿½ ï¿½llum.  
 
Lï¿½ttu lï¿½kninn eï¿½a ï¿½ann sem gefur ï¿½ï¿½r innrennsliï¿½ strax vita ef vart verï¿½ur viï¿½ eftirfarandi 
aukaverkanir: 
 
Klï¿½ï¿½a, ï¿½tbrot, mï¿½ï¿½i eï¿½a ï¿½nghljï¿½ï¿½ -  ï¿½etta geta veriï¿½ merki um ofnï¿½misviï¿½brï¿½gï¿½ (ofnï¿½mi).  
 
Aï¿½rar aukaverkanir NYXTHRACIS  eru m.a.: 
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Algengar (geta komiï¿½ fyrir hjï¿½ allt aï¿½ 1 af hverjum 10 einstaklingum) 
- Hï¿½fuï¿½verkur 
- Hï¿½sti  
- Verkur ï¿½ innrennslisstaï¿½  
- Klï¿½ï¿½i, hï¿½ï¿½ï¿½tbrot, ï¿½ar meï¿½ talin upphleypt klï¿½ï¿½aï¿½tbrot (ofsaklï¿½ï¿½i) 
 
Sjaldgï¿½far (geta komiï¿½ fyrir hjï¿½ allt aï¿½ 1 af hverjum 100 einstaklingum)  
- Ofnï¿½misviï¿½brï¿½gï¿½ 
- Sundl 
- Dofi 
- Ljï¿½sfï¿½lni  
- ï¿½ï¿½ï¿½gindi ï¿½ eyrum  
- Erting ï¿½ hï¿½lsi 
- Hï¿½si  
- Skï¿½ta bï¿½lga  
- Mï¿½ï¿½i  
- Verkur ï¿½ vï¿½r  
- Exem, flï¿½gnun ï¿½ hï¿½ï¿½  
- Vï¿½ï¿½vakippir, vï¿½ï¿½vakrampar 
- ï¿½reyta  
- Hrollur (kuldatilfinning) 
- ï¿½ï¿½ï¿½gindi fyrir brjï¿½sti  
- ï¿½tbreiddir verkir og verkir ï¿½ ï¿½tlimum, bringu, kjï¿½lka, vï¿½ï¿½vum, liï¿½bï¿½ndum, sinum eï¿½a beinum 
- Bï¿½lga ï¿½ innrenns lisstaï¿½, verkur eï¿½a blï¿½ï¿½ï¿½abï¿½lga 
 
Tilkynning aukaverkana 
Lï¿½tiï¿½ lï¿½kninn, lyfjafrï¿½ï¿½ing eï¿½a hjï¿½krunarfrï¿½ï¿½inginn vita um allar aukaverkanir. ï¿½etta gildir einnig um 
aukaverkanir sem ekki er minnst ï¿½ ï¿½ ï¿½essum fylgiseï¿½li.  Einnig er hï¿½gt aï¿½ tilkynna aukaverkanir be int 
samkvï¿½mt fyrirkomulagi sem gildir ï¿½ hverju landi fyrir sig, sjï¿½ Appendix V. Meï¿½ ï¿½vï¿½ aï¿½ tilkynna 
aukaverkanir er hï¿½gt aï¿½ hjï¿½lpa til viï¿½ aï¿½ auka upplï¿½singar um ï¿½ryggi lyfsins. 
 
 
5. Hvernig geyma ï¿½ NYXTHRACIS  
 
Geymiï¿½ lyfiï¿½ ï¿½ar sem bï¿½rn hvorki nï¿½ til nï¿½ sjï¿½. 
 
Ekki skal nota lyfiï¿½ eftir fyrningardagsetningu sem tilgreind er ï¿½ ï¿½skjunni og merkimiï¿½anum ï¿½ eftir 
EXP. Fyrningardagsetning er sï¿½ï¿½asti dagur mï¿½naï¿½arins sem ï¿½ar kemur fram. 
 
Geymiï¿½ ï¿½ kï¿½li (2°C- 8°C). 
Mï¿½ ekki frjï¿½sa.  
Geymiï¿½ ï¿½ upprunalegum umbï¿½ï¿½um til varnar gegn ljï¿½si. 
 
Eftir ï¿½ynningu ï¿½ innrennslispoka hefur veriï¿½ sï¿½nt fram ï¿½ efnafrï¿½ï¿½ilegan, eï¿½lisfrï¿½ï¿½ilegan og 
ï¿½rverufrï¿½ï¿½ilegan stï¿½ï¿½ugleika viï¿½ notkun ï¿½ 8 klukkustundir viï¿½ stofuhita (20°C -25°C) eï¿½a ï¿½ kï¿½li 
(2°C-8°C). 
 
Eftir ï¿½ynningu NYXTHRACIS  ï¿½ sprautu til innrennslis skal gefa ï¿½aï¿½ tafarlaust og ï¿½aï¿½ mï¿½ ekki geyma. 
Farga skal ï¿½notuï¿½u lyfi.  
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6. Pakkningar og aï¿½rar upplï¿½singar 
 
NYXTHRACIS inniheldur 
- Virka innihaldsefniï¿½ er obiltoxaximab. Hver ml af lausn inniheldur 100 mg af obiltoxaximabi. 

Eitt 6 ml hettuglas inniheldur 600 mg af obiltoxaximabi. 
- ï¿½nnur innihaldsefni eru histidï¿½n, sorbitï¿½l (E420), pï¿½lï¿½sorbat 80 (E433), saltsï¿½ra (E507) og 

natrï¿½umhï¿½droxï¿½ï¿½ (E524). Sjï¿½ einnig kafla 2 „NYXTHRACIS inniheldur sorbitï¿½l “. 
 
Lï¿½sing ï¿½ ï¿½tliti NYXTHRACIS  og pakkningastï¿½rï¿½ir  
NYXTHRACIS er tï¿½rt eï¿½a ï¿½pallï¿½sandi, litlaust, fï¿½lgult eï¿½a fï¿½lbrï¿½ngult ï¿½ykkni, lausn. 
NYXTHRACIS er fï¿½anlegt ï¿½ pakkningum sem innihalda 1 hettuglas. 
 
Markaï¿½sleyfishafi  
SFL Pharmaceuticals Deutschland GmbH 
Marie-Curie-Strasse 8 
79539 Lï¿½rrach 
ï¿½ï¿½skaland 
 
Framleiï¿½andi  
AcertiPharma B.V. 
Boschstraat 51 
4811 GC, Breda 
Holland 
 
ï ¿ ½essi fylgiseï¿½ill var sï¿½ï¿ ½ast uppfï¿½rï¿½ur  
 
ï¿½etta lyf hefur fengiï¿½ markaï¿½sleyfi samkvï¿½mt ferli um „undantekningartilvik“. ï¿½aï¿½ ï¿½ï¿½ï¿½ir aï¿½ vegna 
ï¿½ess hve sjaldgï¿½fur sjï¿½kdï¿½murinn er og af siï¿½frï¿½ï¿ ½ilegum ï¿½stï¿½ï¿ ½um hefur ekki reynst mï¿½gulegt aï¿½ afla 
allra tilskilinna gagna um lyfiï¿½.  
Lyfjastofnun Evrï¿½pu metur ï¿½rlega allar nï¿½jar upplï¿½singar um lyfiï¿½ og fylgiseï¿½illinn verï¿½ur 
uppfï¿½rï¿½ureftir ï¿½vï¿½ sem ï¿½ï¿½rf krefur.  
 
Upplï¿½singar sem hï¿½gt er aï¿½ nï¿½lgast an nars staï¿½ar  
 
ï¿½tarlegar upplï¿½singar um lyfiï¿½ eru birtar ï¿½ vef Lyfjastofnunar Evrï¿½pu http://www.ema.europa.eu. ï¿½ar 
eru lï¿½ka tenglar ï¿½ aï¿½ra vefi um sjaldgï¿½fa sjï¿½kdï¿½ma og lyf viï¿½ ï¿½eim. 
 
ï¿½essi fylgiseï¿½ill er birtur ï¿½ vef Lyfjastofnunar Evrï¿½pu ï¿½ tungumï¿½lum allra rï¿½kja Evrï¿½pska 
efnahagssvï¿½ï¿½isins.  
 
Frekari upplï¿½singar: www.obiltoxaximab-sfl.eu QR-kï¿½ï¿½i kemur hï¿½r  
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