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VIï¿½AUKI I 
 

SAMANTEKT ï¿½ EIGINLEIKUM LYFS 
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1. HEITI Dï¿½RALYFS 
 
AFTOVAXPUR DOE stungulyf, fleyti handa nautgripum, sauï¿½fï¿½ og svï¿½num 
 
 
2. INNIHALDSLï¿½SING 
 
Hver 2 ml skammtur af fleyti inniheldur: 
 
Virk innihaldsefni: 
Aï¿½ hï¿½marki ï¿½rï¿½r af eftirfarandi hreinsuï¿½um og ï¿½virkjuï¿½um gin- og klaufaveiki veirustofnum:  
O1 Manisa  ................................................................................................................................. ��� PD50* 
O1 BFS ....................................................................................................................................... ��� PD50* 
O Taiwan 3/97 ............................................................................................................................ ��� PD50* 
A22 Iraq ...................................................................................................................................... ��� PD50* 
A24 Cruzeiro .............................................................................................................................. ��� PD50* 
A Turkey 14/98 .......................................................................................................................... ��� PD50* 
Asia 1 Shamir ............................................................................................................................. ��� PD50* 
SAT2 Saudi Arabia .................................................................................................................... ��� PD50* 
 
* PD50 – 50% verndandi skammtur fyrir nautgripi eins og er lï¿½st ï¿½ gï¿½ï¿½alï¿½singu 0063 ï¿½ Ph. Eur. 
 
Fjï¿½ldi og gerï¿½ veirustofna sem verï¿½ur ï¿½ endanlegu lyfi verï¿½ur aï¿½lï¿½guï¿½ aï¿½ faraldsfrï¿½ï¿½ilegu ï¿½standi ï¿½ 
ï¿½eim tï¿½ma sem samsetning endanlegs lyfs er ï¿½kveï¿½in og mun koma fram ï¿½ merkingu umbï¿½ï¿½a. 
 
ï¿½nï¿½misglï¿½ï¿½ir: 
Paraffï¿½nolï¿½a  ....................................................................................................................................537 mg  
 
Hjï¿½lparefni: 
Sjï¿½ lista yfir ï¿½ll hjï¿½lparefni ï¿½ kafla 6.1. 
 
 
3. LYFJAFORM 
 
Stungulyf, fleyti. 
Hvï¿½tt fleyti eftir aï¿½ hafa veriï¿½ hrist. 
 
 
4. KLï¿½Nï¿½SKAR UPPLï¿½SINGAR 
 
4.1 Dï¿½rategundir 
 
Nautgripir, sauï¿½fï¿½ og svï¿½n. 
 
4.2 ï¿½bendingar fyrir tilgreindar dï¿½rategundir 
 
Virk ï¿½nï¿½misaï¿½gerï¿½ ï¿½ nautgripum, sauï¿½fï¿½ og svï¿½num frï¿½ 2 vikna aldri gegn gin- og klaufaveiki til ï¿½ess 
aï¿½ draga ï¿½r klï¿½nï¿½skum einkennum. 
 
ï¿½nï¿½mi myndast: 
Nautgripir og sauï¿½fï¿½: 7 dï¿½gum eftir bï¿½lusetningu. 
Svï¿½n: 4 vikum eftir bï¿½lusetningu. 
 
ï¿½nï¿½mi endist: Bï¿½lusetning nautgripa, sauï¿½fjï¿½r og svï¿½na hvatar myndun hlutleysandi mï¿½tefna sem 
endist ï¿½ a.m.k. 6 mï¿½nuï¿½i. Hjï¿½ nautgripum var mï¿½lt magn mï¿½tefna yfir ï¿½vï¿½ magni sem sï¿½nt hefur veriï¿½ 
aï¿½ sï¿½ verndandi. 
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4.3 Frï¿½bendingar 
 
Engar. 
 
4.4 Sï¿½rstï¿½k varnaï¿½arorï¿½ fyrir hverja dï¿½rategund 
 
Einungis skal bï¿½lusetja heilbrigï¿½ dï¿½r. 
Mï¿½tefni frï¿½ mï¿½ï¿½ur geta truflaï¿½ bï¿½lusetningu. Aï¿½laga skal bï¿½lusetningarï¿½ï¿½tlun eins og viï¿½ ï¿½ (sjï¿½ 
kafla 4.9). 
ï¿½egar bï¿½lusetja ï¿½arf mjï¿½g unga grï¿½si (viï¿½ 2 vikna aldur) er mï¿½lt meï¿½ endurbï¿½lusetningu ï¿½ 8.-10. viku. 
 
4.5 Sï¿½rstakar varï¿½ï¿½arreglur viï¿½ notkun 
 
Sï¿½rstakar varï¿½ï¿½arreglur viï¿½ notkun hjï¿½ dï¿½rum 
 
Engar. 
 
Sï¿½rstakar varï¿½ï¿½arreglur fyrir ï¿½ann sem gefur dï¿½rinu lyfiï¿½ 
 
Upplï¿½singar fyrir ï¿½ann sem annast lyfjagjï¿½fina: 
Dï¿½ralyfiï¿½ inniheldur paraffï¿½nolï¿½u. Ef sï¿½ sem annast lyfjagjï¿½f sprautar sig eï¿½a aï¿½ra meï¿½ dï¿½ralyfinu fyrir 
slysni getur ï¿½aï¿½ valdiï¿½ miklum sï¿½rsauka og bï¿½lgu, sï¿½rstaklega ef sprautaï¿½ er ï¿½ liï¿½i eï¿½a ï¿½ fingur. ï¿½ mjï¿½g 
sjaldgï¿½fum tilvikum er hugsanlega hï¿½tta ï¿½ fingurmissi ef viï¿½eigandi meï¿½ferï¿½ er ekki veitt tafarlaust. 
Ef dï¿½ralyfinu hefur fyrir slysni veriï¿½ sprautaï¿½ ï¿½ einhvern skal strax leita til lï¿½knis, jafnvel ï¿½ï¿½tt um lï¿½tiï¿½ 
magn sï¿½ aï¿½ rï¿½ï¿½a og hafa skal fylgiseï¿½ilinn meï¿½ferï¿½is.  
Ef sï¿½rsaukinn er ekki horfinn 12 klukkustundum eftir lï¿½knisskoï¿½un, skal aftur hafa samband 
viï¿½ lï¿½kni. 
 
Upplï¿½singar til lï¿½knisins: 
Dï¿½ralyfiï¿½ inniheldur paraffï¿½nolï¿½u. Jafnvel ï¿½ï¿½tt aï¿½eins lï¿½tiï¿½ magn hafi veriï¿½ gefiï¿½ meï¿½ inndï¿½lingu, 
getur inndï¿½ling ï¿½ess fyrir slysni, valdiï¿½ mjï¿½g miklum bï¿½lgum sem t.d. geta leitt til blï¿½ï¿½ï¿½urrï¿½ardreps 
og jafnvel fingurmissis. TAFARLAUS ï¿½ï¿½rf er ï¿½ sï¿½rfrï¿½ï¿½ingi ï¿½ skurï¿½lï¿½kningum vegna ï¿½ess aï¿½ 
nauï¿½synlegt getur veriï¿½ aï¿½ skera strax ï¿½ stungustaï¿½inn og skola hann, sï¿½rstaklega ef um er aï¿½ rï¿½ï¿½a 
fingurgï¿½m eï¿½a sin. 
 
4.6 Aukaverkanir (tï¿½ï¿½ni og alvarleiki) 
 
Bï¿½lga (ï¿½vermï¿½l allt aï¿½ 12 cm hjï¿½ jï¿½rturdï¿½rum og 4 cm hjï¿½ grï¿½sum) er mjï¿½g algeng hjï¿½ flestum dï¿½rum 
eftir gjï¿½f bï¿½luefnis. Yfirleitt ganga ï¿½essi staï¿½bundnu viï¿½brï¿½gï¿½ til baka ï¿½ 4 vikum eftir bï¿½lusetningu, en 
geta veriï¿½ ï¿½rï¿½lï¿½t hjï¿½ ï¿½rfï¿½um dï¿½rum.  
ï¿½rlï¿½til hï¿½kkun allt aï¿½ 1,2 °C ï¿½ endaï¿½armshita ï¿½ 4 daga eftir bï¿½lusetningu ï¿½n annarra almennra klï¿½nï¿½skra 
einkenna er algeng. 
 
Tï¿½ï¿½ni aukaverkana er skilgreind samkvï¿½mt eftirfarandi: 
-  Mjï¿½g algengar (aukaverkanir koma fyrir hjï¿½ fleiri en 1 af hverjum 10 dï¿½rum sem fï¿½ meï¿½ferï¿½) 
-  Algengar (koma fyrir hjï¿½ fleiri en 1 en fï¿½rri en 10 af hverjum 100 dï¿½rum sem fï¿½ meï¿½ferï¿½) 
-  Sjaldgï¿½far (koma fyrir hjï¿½ fleiri en 1 en fï¿½rri en 10 af hverjum 1.000 dï¿½rum sem fï¿½ meï¿½ferï¿½) 
-  Mjï¿½g sjaldgï¿½far (koma fyrir hjï¿½ fleiri en 1 en fï¿½rri en 10 af hverjum 10.000 dï¿½rum sem fï¿½ 

meï¿½ferï¿½) 
-  Koma ï¿½rsjaldan fyrir (koma fyrir hjï¿½ fï¿½rri en 1 af hverjum 10.000 dï¿½rum sem fï¿½ meï¿½ferï¿½, ï¿½.m.t. 

einstï¿½k tilvik). 
 
4.7 Notkun ï¿½ meï¿½gï¿½ngu, viï¿½ mjï¿½lkurgjï¿½f og varp 
 
Meï¿½ganga: 
Dï¿½ralyfiï¿½ mï¿½ nota ï¿½ meï¿½gï¿½ngu. 
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Mjï¿½lkurgjï¿½f: 
Ekki hefur veriï¿½ sï¿½nt fram ï¿½ ï¿½ryggi dï¿½ralyfsins viï¿½ mjï¿½lkurgjï¿½f. Dï¿½ralyfiï¿½ mï¿½ eingï¿½ngu nota aï¿½ 
undangengnu ï¿½vinnings-/ï¿½hï¿½ttumati dï¿½ralï¿½knis. 
 
4.8 Milliverkanir viï¿½ ï¿½nnur lyf og aï¿½rar milliverkanir 
 
Engar upplï¿½singar liggja fyrir um ï¿½ryggi og verkun ï¿½essa bï¿½luefnis viï¿½ samtï¿½mis notkun neins annars 
dï¿½ralyfs. ï¿½kvï¿½rï¿½un um notkun ï¿½essa bï¿½luefnis fyrir eï¿½a eftir notkun einhvers annars dï¿½ralyfs skal ï¿½vï¿½ 
tekin ï¿½ hverju tilviki fyrir sig. 
 
4.9 Skammtar og ï¿½komuleiï¿½ 
 
ï¿½ï¿½ur en nï¿½linni er stungiï¿½ ï¿½ hettuglasiï¿½ er ï¿½aï¿½ hrist varlega til ï¿½ess aï¿½ innihaldiï¿½ verï¿½i einsleitt. Best er 
aï¿½ hvolfa hettuglasinu nokkrum sinnum. Ekki hrista glasiï¿½ krï¿½ftuglega ï¿½ar sem ï¿½aï¿½ getur valdiï¿½ 
froï¿½umyndun.  
Ekki hita lyfiï¿½ fyrir notkun. 
Notiï¿½ hefï¿½bundnar smitgï¿½taraï¿½ferï¿½ir. Forï¿½ist aï¿½ menga bï¿½luefniï¿½ fyrir slysni eftir aï¿½ umbï¿½ï¿½ir hafa 
veriï¿½ rofnar og viï¿½ notkun. 
 
Grunnbï¿½lusetning: 
Nautgripir frï¿½ 2 vikna aldri:  einn 2 ml skammtur gefinn undir hï¿½ï¿½. 
Sauï¿½fï¿½ frï¿½ 2 vikna aldri:  einn 2 ml skammtur gefinn undir hï¿½ï¿½. 
Svï¿½n frï¿½ 2 vikna aldri: einn 2 ml skammtur gefinn ï¿½ vï¿½ï¿½va. 
Rï¿½ï¿½lagt er aï¿½ nota bï¿½naï¿½ til fjï¿½linndï¿½linga. 
 
Endurbï¿½lusetning: ï¿½ 6 mï¿½naï¿½a fresti. 
 
Ef mï¿½tefni frï¿½ mï¿½ï¿½ur eru til staï¿½ar ï¿½egar bï¿½lusetning fer fram er mï¿½lt meï¿½ endurbï¿½lusetningu ï¿½ 
8.-10. viku. 
 
4.10 Ofskï¿½mmtun (einkenni, brï¿½ï¿½ameï¿½ferï¿½, mï¿½teitur), ef ï¿½ï¿½rf krefur 
 
Engar aukaverkanir aï¿½rar en ï¿½ï¿½r sem nefndar eru ï¿½ kafla 4.6 komu ï¿½ ljï¿½s eftir gjï¿½f tvï¿½falds skammts 
hjï¿½ kï¿½lfum, lï¿½mbum og grï¿½sum. 
ï¿½ sumum tilvikum getur myndast sï¿½r stungustaï¿½. Viï¿½ endurtekna gjï¿½f ï¿½ skï¿½mmum tï¿½ma geta ï¿½essi 
viï¿½brï¿½gï¿½ magnast. 
 
4.11 Biï¿½tï¿½mi fyrir afurï¿½anï¿½tingu 
 
Nï¿½ll dagar. 
 
 
5. ï¿½Nï¿½MISFRï¿½ï¿½ILEGAR UPPLï¿½SINGAR 
 
Flokkun eftir verkun: ï¿½virkjuï¿½ veirubï¿½luefni, gin- og klaufaveiki veira. 
ATCvet flokkur: QI02AA04. 
 
Til ï¿½ess aï¿½ ï¿½rva virkt ï¿½nï¿½mi hjï¿½ nautgripum, sauï¿½fï¿½ og svï¿½num meï¿½ hreinsuï¿½um, ï¿½virkjuï¿½um gin- og 
klaufaveiki veirustofns mï¿½tefnavï¿½kum skyldum ï¿½eim sem eru ï¿½ bï¿½luefninu. 
 
Rannsï¿½knir hafa sï¿½nt fram ï¿½ eftirfarandi:  
Bï¿½lusetning nautgripa meï¿½ stofnunum O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, 
Asia 1 Shamir og SAT2 Saudi Arabia drï¿½ ï¿½r klï¿½nï¿½skum einkennum hjï¿½ dï¿½rum sem voru ï¿½tsett fyrir 
smiti. 
Bï¿½lusetning sauï¿½fjï¿½r meï¿½ stofninum O1 Manisa drï¿½ ï¿½r klï¿½nï¿½skum einkennum dï¿½ra sem voru ï¿½tsett 
fyrir smiti. 
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Bï¿½lusetning svï¿½na meï¿½ stofninum Asia 1 Shamir drï¿½ ï¿½r klï¿½nï¿½skum einkennum og leiddi til 
veiruï¿½tskilnaï¿½ar hjï¿½ dï¿½rum sem voru ï¿½tsett fyrir smiti. Bï¿½lusetning svï¿½na meï¿½ stofnunum Q Taiwan 
3/97 og A22 Iraq drï¿½ ï¿½r klï¿½nï¿½skum einkennum hjï¿½ dï¿½rum sem voru ï¿½tsett fyrir smiti. 
 
ï¿½virkjaï¿½ir gin- og klaufaveiki mï¿½tefnavakar eru hreinsaï¿½ir og innihalda ekki nï¿½gjanlegt magn 
prï¿½teina sem eru ekki byggingarefni (non-structural proteins (NSP)), til ï¿½ess aï¿½ framkalla 
mï¿½tefnasvï¿½run eftir gjï¿½f ï¿½rï¿½gilds bï¿½luefnis sem inniheldur mï¿½tefnamagn sem samsvarar a.m.k. 
15 PD50 fyrir stofn ï¿½ hverjum 2 ml skammti. 
 
Engin mï¿½tefni fyrir prï¿½teinum sem eru ekki byggingarefni, komu fram viï¿½ greiningu meï¿½ PrioCHECK 
FMDV NS prï¿½fi: 
 
- hjï¿½ nautgripum eftir tvï¿½faldan skammt sem fylgt var eftir meï¿½ stï¿½kum skammti 7 vikum sï¿½ï¿½ar 

og ï¿½riï¿½ja bï¿½lusetning meï¿½ stï¿½kum skammti 13 vikum eftir annan skammt. 
- hjï¿½ sauï¿½fï¿½ eftir tvï¿½faldan skammt sem fylgt var eftir meï¿½ stï¿½kum skammti 5 vikum sï¿½ï¿½ar og 

ï¿½riï¿½ja bï¿½lusetning meï¿½ stï¿½kum skammti 7 vikum eftir annan skammt, 
- hjï¿½ svï¿½num eftir tvï¿½faldan skammt sem fylgt var eftir meï¿½ stï¿½kum skammti 3 vikum sï¿½ï¿½ar og 

ï¿½riï¿½ja bï¿½lusetning meï¿½ stï¿½kum skammti 7 vikum eftir annan skammt. 
 
 
6. LYFJAGERï¿½ARFRï¿½ï¿½ILEGAR UPPLï¿½SINGAR 
 
6.1 Hjï¿½lparefni 
 
Paraffï¿½nolï¿½a 
Mannide mï¿½nï¿½-ï¿½leat 
Pï¿½lï¿½sorbat 80 
Trï¿½metamï¿½l 
Natrï¿½umklï¿½rï¿½ï¿½ 
Kalï¿½um tvï¿½hï¿½drï¿½genfosfat 
Kalï¿½umklï¿½rï¿½ï¿½ 
Vatnsfrï¿½tt tvï¿½natrï¿½umfosfat 
Kalï¿½umhï¿½droxï¿½ï¿½ 
Vatn fyrir stungulyf 
 
6.2 ï¿½samrï¿½manleiki sem skiptir mï¿½li 
 
Ekki mï¿½ blanda ï¿½essu dï¿½ralyfi saman viï¿½ nein ï¿½nnur dï¿½ralyf. 
 
6.3 Geymsluï¿½ol 
 
Geymsluï¿½ol dï¿½ralyfsins sem inniheldur ekki Asia1 Shamir, ï¿½ sï¿½lumbï¿½ï¿½um: 6 mï¿½nuï¿½ir. 
Geymsluï¿½ol dï¿½ralyfsins sem inniheldur Asia1 Shamir, ï¿½ sï¿½lumbï¿½ï¿½um: 2 mï¿½nuï¿½ir. 
Geymsluï¿½ol eftir aï¿½ innri umbï¿½ï¿½ir hafa veriï¿½ rofnar: Notiï¿½ strax.  
 
6.4 Sï¿½rstakar varï¿½ï¿½arreglur viï¿½ geymslu 
 
Geymiï¿½ og flytjiï¿½ ï¿½ kï¿½li (2 qC-8 qC). 
Mï¿½ ekki frjï¿½sa. 
Verjiï¿½ gegn ljï¿½si. 
 
6.5 Gerï¿½ og samsetning innri umbï¿½ï¿½a 
 
Pï¿½lyprï¿½pï¿½len glas meï¿½ nï¿½trï¿½l gï¿½mmï¿½lï¿½kisloki og innsiglaï¿½ meï¿½ ï¿½lhettu.  
 
Pakkningastï¿½rï¿½ir: 
- Pappaaskja meï¿½ 1 glasi meï¿½ 10, 25, 50, 100 eï¿½a 150 skï¿½mmtumr 
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- Pappaaskja meï¿½ 10 glï¿½sum meï¿½ 10, 25, 50, 100 eï¿½a 150 skï¿½mmtum 
 
Ekki er vï¿½st aï¿½ allar pakkningastï¿½rï¿½ir sï¿½u markaï¿½ssettar. 
 
6.6 Sï¿½rstakar varï¿½ï¿½arreglur vegna fï¿½rgunar ï¿½notaï¿½ra dï¿½ralyfja eï¿½a ï¿½rgangs sem til fellur viï¿½ 

notkun ï¿½eirra 
 
Farga skal ï¿½notuï¿½u dï¿½ralyfi eï¿½a ï¿½rgangi vegna dï¿½ralyfs ï¿½ samrï¿½mi viï¿½ gildandi reglur. 
 
 
7. MARKAï¿½SLEYFISHAFI 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
ï¿½ï¿½SKALAND 
 
 
8. MARKAï¿½SLEYFISNï¿½MER 
 
EU/2/13/153/001– 850 
 
 
9. DAGSETNING FYRSTU ï¿½TGï¿½FU MARKAï¿½SLEYFIS/ENDURNï¿½JUNAR 

MARKAï¿½SLEYFIS 
 
Dagsetning fyrstu ï¿½tgï¿½fu markaï¿½sleyfis: 15/07/2013 
Nï¿½jasta dagsetning endurnï¿½junar markaï¿½sleyfis: 14/06/2018 
 
 
10. DAGSETNING ENDURSKOï¿½UNAR TEXTANS 
 
 
 
ï¿½tarlegar upplï¿½singar dï¿½ralyfiï¿½ eru birtar ï¿½ vef Lyfjastofnunar Evrï¿½pu (http://www.ema.europa.eu/). 
 
 
TAKMARKANIR ï¿½ Sï¿½LU, DREIFINGU OG/Eï¿½A NOTKUN 
 
Sï¿½ sem ï¿½tlar aï¿½ framleiï¿½a, flytja inn, hafa ï¿½ sinni vï¿½rslu, selja, dreifa og/eï¿½a nota ï¿½etta dï¿½ralyf skal 
fyrst leita til yfirvalda ï¿½ viï¿½komandi aï¿½ildarrï¿½ki til aï¿½ fï¿½ upplï¿½singar um hvaï¿½a bï¿½lusetningarreglur 
gilda um dï¿½r vegna ï¿½ess aï¿½ vera mï¿½ aï¿½ bï¿½lusetning sï¿½ ï¿½heimil ï¿½ aï¿½ildarrï¿½kinu ï¿½llu eï¿½a ï¿½ tilteknum 
svï¿½ï¿½um, ï¿½ grundvelli lï¿½ggjafar rï¿½kisins. 
Notkun ï¿½essa dï¿½ralyfs er eingï¿½ngu leyfï¿½ viï¿½ ï¿½kveï¿½in skilyrï¿½i sem eru ï¿½kvï¿½rï¿½uï¿½ af lï¿½ggjï¿½f 
Evrï¿½pusambandsins um stjï¿½rnun ï¿½ gin- og klaufaveiki. 
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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. UPPLï¿½SINGAR UM Hï¿½MARK Dï¿½RALYFJALEIFA 
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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 
 
BOEHRINGER INGELHEIM ANIMAL HEALTH Netherlands B.V.  
Houtribweg 39 
8221 RA Lelystad 
HOLLAND 
 
Heiti og heimilisfang framleiï¿½enda sem eru ï¿½byrgir fyrir lokasamï¿½ykkt 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’aviation  
69800 Saint Priest 
FRAKKLAND 
 
 
B. FORSENDUR FYRIR, Eï¿½A TAKMARKANIR ï¿½, AFGREIï¿½SLU OG NOTKUN 
 
Dï¿½ralyfiï¿½ er lyfseï¿½ilsskylt. 
 
Samkvï¿½mt ï¿½kvï¿½ï¿½um 71. greinar ï¿½ tilskipun Evrï¿½purï¿½ï¿½sins og ï¿½ingsins 2001/82/EB meï¿½ viï¿½aukum 
getur aï¿½ildarrï¿½ki, ï¿½ samrï¿½mi viï¿½ lï¿½ggjï¿½f sï¿½na, bannaï¿½ framleiï¿½slu, innflutning, vï¿½rslu, sï¿½lu, dreifingu 
og/eï¿½a notkun ï¿½nï¿½mislyfja ï¿½ ï¿½llu yfirrï¿½ï¿½asvï¿½ï¿½i sï¿½nu eï¿½a hluta ï¿½ess ef sï¿½nt er aï¿½: 
 
a) sï¿½ lyfiï¿½ gefiï¿½ dï¿½rum muni ï¿½aï¿½ trufla framkvï¿½md innlendrar ï¿½ï¿½tlunar er varï¿½ar greiningu, 

ï¿½trï¿½mingu eï¿½a barï¿½ttu gegn dï¿½rasjï¿½kdï¿½mum eï¿½a geri erfitt um vik aï¿½ staï¿½festa aï¿½ smit sï¿½ ekki 
til staï¿½ar ï¿½ lifandi dï¿½rum eï¿½a matvï¿½lum eï¿½a ï¿½ï¿½rum afurï¿½um ï¿½r dï¿½rum sem hafa fengiï¿½ lyfiï¿½. 

 
b) sjï¿½kdï¿½murinn sem lyfiï¿½ ï¿½ aï¿½ gera dï¿½rin ï¿½nï¿½m fyrir, sï¿½ ekki til staï¿½ar ï¿½ viï¿½komandi svï¿½ï¿½i svo 

nokkru nemi. 
 
Notkun ï¿½essa dï¿½ralyfs er eingï¿½ngu leyfï¿½ viï¿½ ï¿½kveï¿½in skilyrï¿½i sem eru ï¿½kvï¿½rï¿½uï¿½ af lï¿½ggjï¿½f 
Evrï¿½pusambandsins um stjï¿½rnun ï¿½ gin- og klaufaveiki. 
 
 
C. UPPLï¿½SINGAR UM Hï¿½MARK Dï¿½RALYFJALEIFA 
 
Virka efniï¿½ sem er lï¿½fefni aï¿½ uppruna og ï¿½tlaï¿½ til aï¿½ vekja virkt ï¿½nï¿½mi fellur utan reglugerï¿½ar (EB) 
nr. 470/2009. 
 
Hjï¿½lparefnin (ï¿½.m.t. ï¿½nï¿½misglï¿½ï¿½ar) sem talin eru upp ï¿½ kafla 6.1 ï¿½ samantekt ï¿½ eiginleikum lyfsins eru 
ï¿½mist leyfï¿½ innihaldsefni sem ekki ï¿½urfa gildi fyrir hï¿½mark lyfjaleifa samkvï¿½mt tï¿½flu 1 ï¿½ viï¿½aukanum 
viï¿½ reglugerï¿½ framkvï¿½mdastjï¿½rnarinnar (ESB) nr. 37/2010 eï¿½a talin falla utan reglugerï¿½ar (EB) 
nr. 470/2009 ï¿½egar ï¿½au eru notuï¿½ eins og ï¿½ ï¿½essu dï¿½ralyfi. 
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VIï¿½AUKI III 
 

ï¿½LETRANIR OG FYLGISEï¿½ILL 
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A. ï¿½LETRANIR 

Ly
fiÄ

 e
r e

kk
i l

en
gu

r m
eÄ

 m
ar

ka
Äs

le
yf

i



11 

UPPLï¿½SINGAR SEM EIGA Aï¿½ KOMA FRAM ï¿½ YTRI UMBï¿½ï¿½UM 
 
Pappaaskja  

 
 
1. HEITI Dï¿½RALYFS 
 
AFTOVAXPUR DOE stungulyf, fleyti handa nautgripum, sauï¿½fï¿½ og svï¿½num 
 
 
2. VIRK(T) INNIHALDSEFNI  
 
ï¿½virkjaï¿½ir gin- og klaufaveiki veiru mï¿½tefnavakar � 6 nautgripa PD50 ï¿½ stofni 
 
 
3. LYFJAFORM 
 
Stungulyf, fleyti 
 
 
4. PAKKNINGASTï¿½Rï¿½ 
 
10 skammtar  
25 skammtar 
50 skammtar 
100 skammtar 
150 skammtar 
10 x 10 skammtar 
10 x 25 skammtar 
10 x 50 skammtar 
10 x 100 skammtar 
10 x 150 skammtar 
 
 
5. Dï¿½RATEGUND(IR) 
 
Nautgripir, sauï¿½fï¿½ og svï¿½n 
 

 
 
6. ï¿½BENDING(AR) 
 
 
7. Aï¿½FERï¿½ VIï¿½ LYFJAGJï¿½F OG ï¿½KOMULEIï¿½(IR) 
 
Nautgripir og sauï¿½fï¿½: til notkunar undir hï¿½ï¿½. 
Svï¿½n: til notkunar ï¿½ vï¿½ï¿½va. 
 
Lesiï¿½ fylgiseï¿½ilinn fyrir notkun. 
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8. BIï¿½Tï¿½MI FYRIR AFURï¿½ANï¿½TINGU 
 
Biï¿½tï¿½mi: Nï¿½ll dagar 
 
 
9. Sï¿½RSTï¿½K VARNAï¿½ARORï¿½, EF ï¿½ï¿½RF KREFUR 
 
Inndï¿½ling fyrir slysni er hï¿½ttuleg  
 
 
10. FYRNINGARDAGSETNING 
 
EXP {mï¿½nuï¿½ur/ï¿½r} 
Rofna pakkningu skal nota strax. 
 
 
11. Sï¿½RSTï¿½K GEYMSLUSKILYRï¿½I 
 
Geymiï¿½ og flytjiï¿½ ï¿½ kï¿½li (2 qC – 8 qC). 
Mï¿½ ekki frjï¿½sa. 
Verjiï¿½ gegn ljï¿½si. 
 
 
12. Sï¿½RSTAKAR VARï¿½ï¿½ARREGLUR VEGNA Fï¿½RGUNAR ï¿½ ï¿½NOTUï¿½UM LYFJUM 

Eï¿½A ï¿½RGANGI, EF VIï¿½ ï¿½ 
 
Fï¿½rgun: Lesiï¿½ fylgiseï¿½il. 
 
 
13. VARNAï¿½ARORï¿½IN „Dï¿½RALYF“ OG SKILYRï¿½I Eï¿½A TAKMARKANIR ï¿½ 

AFGREIï¿½SLU OG NOTKUN 
 
Dï¿½ralyf. Lyfseï¿½ilsskylt. 
 
Innflutningur, varsla, sala, dreifing og/eï¿½a notkun ï¿½essa dï¿½ralyfs er eï¿½a getur veriï¿½ ï¿½heimil ï¿½ 
aï¿½ildarrï¿½ki, ï¿½mist ï¿½ rï¿½kinu ï¿½llu eï¿½a hluta ï¿½ess, sjï¿½ nï¿½nari upplï¿½singar ï¿½ fylgiseï¿½li. 
 
 
14. VARNAï¿½ARORï¿½IN „GEYMIï¿½ ï¿½AR SEM Bï¿½RN HVORKI Nï¿½ TIL Nï¿½ SJï¿½“ 
 
Geymiï¿½ ï¿½ar sem bï¿½rn hvorki nï¿½ til nï¿½ sjï¿½. 
 
 
15. HEITI OG HEIMILISFANG MARKAï¿½SLEYFISHAFA 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
ï¿½ï¿½SKALAND 
 
 
16. MARKAï¿½SLEYFISNï¿½MER 
 
EU/2/13/153/001-850 
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17. LOTUNï¿½MER FRAMLEIï¿½ANDA 
 
Lot{nï¿½mer} 
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Lï¿½GMARKS UPPLï¿½SINGAR SEM SKULU KOMA FRAM ï¿½ LITLUM INNRI UMBï¿½ï¿½UM 
 
Glas meï¿½ 50/100 og 150 skï¿½mmtum 
 
 
1. HEITI Dï¿½RALYFS 
 
AFTOVAXPUR DOE 
Stungulyf, fleyti handa nautgripum, sauï¿½fï¿½ og svï¿½num 
 
 
2. VIRK(T) INNIHALDSEFNI  
 
Hreinsaï¿½ir og ï¿½virkjaï¿½ir gin- og klaufaveiki veiru mï¿½tefnavakar � 6 nautgripa PD50 ï¿½ stofni 
 
 
3. LYFJAFORM 
 
Stungulyf, fleyti. 
 
 
4. PAKKNINGASTï¿½Rï¿½ 
 
50-skammtar  
100-skammtar  
150-skammtar  
 
 
5. Dï¿½RATEGUND(IR) 
 
Nautgripir, sauï¿½fï¿½ og svï¿½n 

 
 
 
6. ï¿½BENDING(AR) 
 
 
7. Aï¿½FERï¿½ VIï¿½ LYFJAGJï¿½F OG ï¿½KOMULEIï¿½(IR) 
 
Nautgripir og sauï¿½fï¿½: s.c. 
Svï¿½n: i.m. 
Lesiï¿½ fylgiseï¿½ilinn fyrir notkun. 
 
 
8. BIï¿½Tï¿½MI FYRIR AFURï¿½ANï¿½TINGU 
 
Biï¿½tï¿½mi: Nï¿½ll dagar 
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9. Sï¿½RSTï¿½K VARNAï¿½ARORï¿½, EF ï¿½ï¿½RF KREFUR 
 
Inndï¿½ling fyrir slysni er hï¿½ttuleg. 
 
 
10. FYRNINGARDAGSETNING 
 
EXP {mï¿½nuï¿½ur/ï¿½r} 
Rofna pakkningu skal nota strax. 
 
 
11. Sï¿½RSTï¿½K GEYMSLUSKILYRï¿½I 
 
Geymiï¿½ og flytjiï¿½ ï¿½ kï¿½li 
Mï¿½ ekki frjï¿½sa. 
Verjiï¿½ gegn ljï¿½si. 
 
 
12. Sï¿½RSTAKAR VARï¿½ï¿½ARREGLUR VEGNA Fï¿½RGUNAR ï¿½ ï¿½NOTUï¿½UM LYFJUM 

Eï¿½A ï¿½RGANGI, EF VIï¿½ ï¿½ 
 
 
13. VARNAï¿½ARORï¿½IN „Dï¿½RALYF“ OG SKILYRï¿½I Eï¿½A TAKMARKANIR ï¿½ 

AFGREIï¿½SLU OG NOTKUN 
 
Dï¿½ralyf. Lyfseï¿½ilsskylt. 
 
 
14. VARNAï¿½ARORï¿½IN „GEYMIï¿½ ï¿½AR SEM Bï¿½RN HVORKI Nï¿½ TIL Nï¿½ SJï¿½“ 
 
 
15. HEITI OG HEIMILISFANG MARKAï¿½SLEYFISHAFA 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
ï¿½ï¿½SKALAND 
 
 
16. MARKAï¿½SLEYFISNï¿½MER 
 
EU/2/13/153/001-850 
 
 
17. LOTUNï¿½MER FRAMLEIï¿½ANDA 
 
Lot{nï¿½mer} 
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Lï¿½GMARKS UPPLï¿½SINGAR SEM SKULU KOMA FRAM ï¿½ LITLUM INNRI UMBï¿½ï¿½UM 
 
Glas meï¿½ 10 eï¿½a 25 skï¿½mmtum 
 
 
1. HEITI Dï¿½RALYFS 
 
AFTOVAXPUR DOE 
Stungulyf, fleyti handa nautgripum, sauï¿½fï¿½ og svï¿½num 

 
 
2. MAGN VIRKS INNIHALDSEFNIS/VIRKRA INNIHALDSEFNA 
 
Gin- og klaufaveiki veiru mï¿½tefnavakar � 6 PD50 ï¿½ stofni 
 
 
3. INNIHALD TILGREINT SEM ï¿½YNGD, Rï¿½MMï¿½L Eï¿½A FJï¿½LDI SKAMMTA 
 
10 skammtar 
25 skammtar  
 
 
4. ï¿½KOMULEIï¿½(IR)  
 
Nautgripir, sauï¿½fï¿½: s.c. 
Svï¿½n: i.m. 
 
 
5. BIï¿½Tï¿½MI FYRIR AFURï¿½ANï¿½TINGU 
 
Biï¿½tï¿½mi: Nï¿½ll dagar 
 
 
6. LOTUNï¿½MER 
 
Lot {number} 
 
 
7. FYRNINGARDAGSETNING 
 
EXP {month/year} 
Rofna pakkningu skal nota strax. 
 
 
8. VARNAï¿½ARORï¿½IN „Dï¿½RALYF“ 
 
Dï¿½ralyf. 
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B. FYLGISEï¿½ILL 
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FYLGISEï¿½ILL: 
AFTOVAXPUR DOE stungulyf, fleyti handa nautgripum, sauï¿½fï¿½ og svï¿½num 

 
 
1. HEITI OG HEIMILISFANG MARKAï¿½SLEYFISHAFA OG ï¿½ESS FRAMLEIï¿½ANDA 

SEM BER ï¿½BYRGï¿½ ï¿½ LOKASAMï¿½YKKT, EF ANNAR 
 
Markaï¿½sleyfishafi: 
 
Boehringer Ingelheim Vetmedica GmbH 
55216 Ingelheim/Rhein 
ï¿½ï¿½SKALAND 
 
Framleiï¿½andi sem ber ï¿½byrgï¿½ ï¿½ lokasamï¿½ykkt: 
 
Boehringer Ingelheim Animal Health France SCS 
Laboratoire Porte des Alpes 
Rue de l’Aviation  
69800 Saint Priest 
Frakkland 
 
 
2. HEITI Dï¿½RALYFS 
 
AFTOVAXPUR DOE stungulyf, fleyti handa nautgripum, sauï¿½fï¿½ og svï¿½num 
 
 
3. VIRK(T) INNIHALDSEFNI OG ï¿½NNUR INNIHALDSEFNI 
 
Hver 2 ml skammtur af fleyti inniheldur: 
 
Virk innihaldsefni: 
Hreinsaï¿½ir og ï¿½virkjaï¿½ir gin- og klaufaveiki veiru mï¿½tefnavakar, a.m.k. 6 PD50* ï¿½ stofni. 
 
*PD50 – 50% verndandi skammtur fyrir nautgripi eins og er lï¿½st ï¿½ gï¿½ï¿½alï¿½singu 0063 ï¿½ Ph. Eur. 
 
Fjï¿½ldi og tegund stofna sem verï¿½a ï¿½ lokaafurï¿½inni verï¿½ur aï¿½lagaï¿½ aï¿½ faraldsfrï¿½ï¿½ilegum aï¿½stï¿½ï¿½um ï¿½ 
ï¿½eim tï¿½ma sem lyfiï¿½ er framleitt og mun koma fram ï¿½ umbï¿½ï¿½unum. 
 
ï¿½nï¿½misglï¿½ï¿½ir: 
Paraffï¿½nolï¿½a 537 mg. 
 
Hvï¿½tt fleyti eftir aï¿½ hafa veriï¿½ hrist. 
 
 
4. ï¿½BENDING(AR) 
 
Virk ï¿½nï¿½misaï¿½gerï¿½ ï¿½ nautgripum, sauï¿½fï¿½ og svï¿½num frï¿½ 2 vikna aldri gegn gin- og klaufaveiki til ï¿½ess 
aï¿½ draga ï¿½r klï¿½nï¿½skum einkennum. 
 
ï¿½nï¿½mi myndast: 
Nautgripir og sauï¿½fï¿½: 7 dï¿½gum eftir bï¿½lusetningu. 
Svï¿½n: 4 vikum eftir bï¿½lusetningu. 
 
ï¿½nï¿½mi endist: Bï¿½lusetning nautgripa, sauï¿½fjï¿½r og svï¿½na hvatar myndun hlutleysandi mï¿½tefna sem 
endist ï¿½ a.m.k. 6 mï¿½nuï¿½i. Hjï¿½ nautgripum var mï¿½lt magn mï¿½tefna yfir ï¿½vï¿½ magni sem sï¿½nt hefur veriï¿½ 
aï¿½ sï¿½ verndandi. 
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5. FRï¿½BENDINGAR 
 
Engar. 
 
 
6. AUKAVERKANIR 
 
Bï¿½lga (ï¿½vermï¿½l allt aï¿½ 12 cm hjï¿½ jï¿½rturdï¿½rum og 4 cm hjï¿½ grï¿½sum) er mjï¿½g algeng hjï¿½ flestum dï¿½rum 
eftir gjï¿½f bï¿½luefnis. Yfirleitt ganga ï¿½essi staï¿½bundnu viï¿½brï¿½gï¿½ til baka ï¿½ 4 vikum eftir bï¿½lusetningu, en 
geta veriï¿½ ï¿½rï¿½lï¿½t hjï¿½ ï¿½rfï¿½um dï¿½rum. 
ï¿½rlï¿½til hï¿½kkun allt aï¿½ 1,2 °C ï¿½ endaï¿½armshita ï¿½ 4 daga eftir bï¿½lusetningu ï¿½n annarra almennra klï¿½nï¿½skra 
einkenna er algeng. 
 
Tï¿½ï¿½ni aukaverkana er skilgreind samkvï¿½mt eftirfarandi: 
-  Mjï¿½g algengar (aukaverkanir koma fyrir hjï¿½ fleiri en 1 af hverjum 10 dï¿½rum sem fï¿½ meï¿½ferï¿½) 
-  Algengar (koma fyrir hjï¿½ fleiri en 1 en fï¿½rri en 10 af hverjum 100 dï¿½rum sem fï¿½ meï¿½ferï¿½) 
-  Sjaldgï¿½far (koma fyrir hjï¿½ fleiri en 1 en fï¿½rri en 10 af hverjum 1.000 dï¿½rum sem fï¿½ meï¿½ferï¿½) 
-  Mjï¿½g sjaldgï¿½far (koma fyrir hjï¿½ fleiri en 1 en fï¿½rri en 10 af hverjum 10.000 dï¿½rum sem fï¿½ 

meï¿½ferï¿½) 
-  Koma ï¿½rsjaldan fyrir (koma fyrir hjï¿½ fï¿½rri en 1 af hverjum 10.000 dï¿½rum sem fï¿½ meï¿½ferï¿½, ï¿½.m.t. 

einstï¿½k tilvik). 
 
Geriï¿½ dï¿½ralï¿½kni viï¿½vart ef vart verï¿½ur einhverra aukaverkana, jafnvel aukaverkana sem ekki eru 
tilgreindar ï¿½ fylgiseï¿½linum eï¿½a ef svo virï¿½ist sem lyfiï¿½ hafi ekki tilï¿½tluï¿½ ï¿½hrif. 
 
 
7. Dï¿½RATEGUND(IR) 
 
Nautgripir, sauï¿½fï¿½ og svï¿½n. 
 
 
8. SKAMMTAR FYRIR HVERJA Dï¿½RATEGUND, ï¿½KOMULEIï¿½(IR) OG Aï¿½FERï¿½ VIï¿½ 

LYFJAGJï¿½F 
 
Grunnbï¿½lusetning: 
Nautgripir frï¿½ 2 vikna aldri:  einn 2 ml skammtur gefinn undir hï¿½ï¿½ 
Sauï¿½fï¿½ frï¿½ 2 vikna aldri:  einn 2 ml skammtur gefinn undir hï¿½ï¿½ 
Svï¿½n frï¿½ 2 vikna aldri: einn 2 ml skammtur gefinn ï¿½ vï¿½ï¿½va 
Rï¿½ï¿½lagt er aï¿½ nota bï¿½naï¿½ til fjï¿½linndï¿½linga. 
 
Endurbï¿½lusetning: ï¿½ 6 mï¿½naï¿½a fresti. 
 
Ef mï¿½tefni frï¿½ mï¿½ï¿½ur eru til staï¿½ar ï¿½egar bï¿½lusetning fer fram er mï¿½lt meï¿½ endurbï¿½lusetningu ï¿½ 
8.-10. viku. 
 
 
9. LEIï¿½BEININGAR UM Rï¿½TTA LYFJAGJï¿½F 
 
ï¿½ï¿½ur en nï¿½linni er stungiï¿½ ï¿½ hettuglasiï¿½ er ï¿½aï¿½ hrist varlega til ï¿½ess aï¿½ innihaldiï¿½ verï¿½i einsleitt. Best er 
aï¿½ hvolfa hettuglasinu nokkrum sinnum. 
Ekki hrista glasiï¿½ krï¿½ftuglega ï¿½ar sem ï¿½aï¿½ getur valdiï¿½ froï¿½umyndun. 
 
Ekki hita lyfiï¿½ fyrir notkun. 
 
Notiï¿½ hefï¿½bundnar smitgï¿½taraï¿½ferï¿½ir. Forï¿½ist aï¿½ menga bï¿½luefniï¿½ fyrir slysni eftir aï¿½ umbï¿½ï¿½ir hafa 
veriï¿½ rofnar og viï¿½ notkun. 
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10. BIï¿½Tï¿½MI FYRIR AFURï¿½ANï¿½TINGU 
 
Nï¿½ll dagar. 
 
 
11. Sï¿½RSTAKAR VARï¿½ï¿½ARREGLUR VIï¿½ GEYMSLU  
 
Geymiï¿½ ï¿½ar sem bï¿½rn hvorki nï¿½ til nï¿½ sjï¿½. 
 
Geymiï¿½ og flytjiï¿½ ï¿½ kï¿½li (2 °C – 8 °C). 
Mï¿½ ekki frjï¿½sa. 
Verjiï¿½ gegn ljï¿½si. 
Ekki skal nota dï¿½ralyfiï¿½ eftir fyrningardagsetningu sem tilgreind er ï¿½ umbï¿½ï¿½unum ï¿½ eftir EXP. 
Geymsluï¿½ol eftir aï¿½ umbï¿½ï¿½ir hafa veriï¿½ rofnar: notiï¿½ strax. 
 
 
12. Sï¿½RSTï¿½K VARNAï¿½ARORï¿½ 
 
Sï¿½rstï¿½k varnaï¿½arorï¿½ fyrir hverja dï¿½rategund:  
Eingï¿½ngu mï¿½ bï¿½lusetja heilbrigï¿½ dï¿½r. 
Mï¿½tefni frï¿½ mï¿½ï¿½ur geta truflaï¿½ bï¿½lusetningu. Aï¿½laga skal bï¿½lusetningarï¿½ï¿½tlun eins og viï¿½ ï¿½ (sjï¿½ 
kaflann „skammtar“). 
ï¿½egar bï¿½lusetja ï¿½arf mjï¿½g unga grï¿½si (viï¿½ 2 vikna aldur) er mï¿½lt meï¿½ endurbï¿½lusetningu ï¿½ 8-10. viku. 
 
Sï¿½rstakar varï¿½ï¿½arreglur fyrir ï¿½ann sem gefur dï¿½rinu lyfiï¿½: 
 
Upplï¿½singar fyrir ï¿½ann sem annast lyfjagjï¿½fina: 
Dï¿½ralyfiï¿½ inniheldur paraffï¿½nolï¿½u. Ef sï¿½ sem annast lyfjagjï¿½f sprautar sig eï¿½a aï¿½ra meï¿½ ï¿½vï¿½ fyrir slysni 
getur ï¿½aï¿½ valdiï¿½ miklum sï¿½rsauka og bï¿½lgu, sï¿½rstaklega ef sprautaï¿½ er ï¿½ liï¿½i eï¿½a ï¿½ fingur. ï¿½ mjï¿½g 
sjaldgï¿½fum tilvikum er hugsanlega hï¿½tta ï¿½ fingurmissi ef viï¿½eigandi meï¿½ferï¿½ er ekki veitt tafarlaust.  
Ef dï¿½ralyfinu hefur fyrir slysni veriï¿½ sprautaï¿½ ï¿½ einhvern skal strax leita til lï¿½knis, jafnvel ï¿½ï¿½tt um lï¿½tiï¿½ 
magn sï¿½ aï¿½ rï¿½ï¿½a og hafa skal fylgiseï¿½ilinn meï¿½ferï¿½is.  
Ef sï¿½rsaukinn er ekki horfinn 12 klukkustundum eftir lï¿½knisskoï¿½un, skal aftur hafa samband 
viï¿½ lï¿½kni. 
 
Upplï¿½singar til lï¿½knisins: 
Dï¿½ralyfiï¿½ inniheldur paraffï¿½nolï¿½u. Jafnvel ï¿½ï¿½tt aï¿½eins lï¿½tiï¿½ magn hafi veriï¿½ gefiï¿½ meï¿½ inndï¿½lingu, 
getur inndï¿½ling ï¿½ess fyrir slysni, valdiï¿½ mjï¿½g miklum bï¿½lgum sem t.d. geta leitt til blï¿½ï¿½ï¿½urrï¿½ardreps 
og jafnvel fingurmissis. TAFARLAUS ï¿½ï¿½rf er ï¿½ sï¿½rfrï¿½ï¿½ingi ï¿½ skurï¿½lï¿½kningum vegna ï¿½ess aï¿½ 
nauï¿½synlegt getur veriï¿½ aï¿½ skera strax ï¿½ stungustaï¿½inn og skola hann, sï¿½rstaklega ef um er aï¿½ rï¿½ï¿½a 
fingurgï¿½m eï¿½a sin. 
 
Meï¿½ganga: 
Dï¿½ralyfiï¿½ mï¿½ nota ï¿½ meï¿½gï¿½ngu. 
 
Mjï¿½lkurgjï¿½f: 
Ekki hefur veriï¿½ sï¿½nt fram ï¿½ ï¿½ryggi dï¿½ralyfsins viï¿½ mjï¿½lkurgjï¿½f. Dï¿½ralyfiï¿½ mï¿½ eingï¿½ngu nota aï¿½ 
undangengnu ï¿½vinnings-/ï¿½hï¿½ttumati dï¿½ralï¿½knis. 
 
Milliverkanir viï¿½ ï¿½nnur lyf og aï¿½rar milliverkanir: 
Ekki liggja fyrir neinar upplï¿½singar um ï¿½ryggi og verkun ï¿½essa bï¿½luefnis viï¿½ samtï¿½mis notkun neins 
annars dï¿½ralyfs. ï¿½kvï¿½rï¿½un um notkun ï¿½essa bï¿½luefnis fyrir eï¿½a eftir notkun einhvers annars dï¿½ralyfs 
skal ï¿½vï¿½ tekin ï¿½ hverju tilviki fyrir sig. 
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Ofskï¿½mmtun (einkenni, brï¿½ï¿½ameï¿½ferï¿½, mï¿½teitur): 
Engar aukaverkanir aï¿½rar en ï¿½ï¿½r sem nefndar eru ï¿½ kaflanum „aukaverkanir“ komu ï¿½ ljï¿½s eftir gjï¿½f 
tvï¿½falds skammts hjï¿½ kï¿½lfum, lï¿½mbum og grï¿½sum. ï¿½ sumum tilvikum getur myndast sï¿½r ï¿½ stungustaï¿½. 
Viï¿½ endurtekna gjï¿½f ï¿½ skï¿½mmum tï¿½ma geta ï¿½essi viï¿½brï¿½gï¿½ magnast og tï¿½ï¿½ni ï¿½eirra aukist. 
 
ï¿½samrï¿½manleiki sem skiptir mï¿½li: 
Ekki mï¿½ blanda ï¿½essu dï¿½ralyfi saman viï¿½ nein ï¿½nnur dï¿½ralyf. 
 
 
13. Sï¿½RSTAKAR VARï¿½ï¿½ARREGLUR VEGNA Fï¿½RGUNAR ï¿½NOTAï¿½RA LYFJA Eï¿½A 

ï¿½RGANGS, EF VIï¿½ ï¿½ 
 
Farga skal ï¿½notuï¿½u dï¿½ralyfi eï¿½a ï¿½rgangi vegna dï¿½ralyfs ï¿½ samrï¿½mi viï¿½ gildandi reglur. 
 
 
14. DAGSETNING Sï¿½ï¿½USTU SAMï¿½YKKTAR FYLGISEï¿½ILSINS 
 
 
 
ï¿½tarlegar upplï¿½singar um dï¿½ralyfiï¿½ eru birtar ï¿½ vef Lyfjastofnunar Evrï¿½pu 
(http://www.ema.europa.eu/). 
 
 
15. Aï¿½RAR UPPLï¿½SINGAR 
 
Til ï¿½ess aï¿½ ï¿½rva virkt ï¿½nï¿½mi hjï¿½ nautgripum, sauï¿½fï¿½ og svï¿½num meï¿½ hreinsuï¿½um, ï¿½virkjuï¿½um gin- og 
klaufaveiki veirustofns mï¿½tefnavï¿½kum skyldum ï¿½eim sem eru ï¿½ bï¿½luefninu. 
 
Rannsï¿½knir hafa sï¿½nt fram ï¿½ eftirfarandi:  
Bï¿½lusetning nautgripa meï¿½ stofnunum O1 Manisa, O1 BFS, A22 Iraq, A24 Cruzeiro, A Turkey 14/98, 
Asia 1 Shamir og SAT2 Saudi Arabia drï¿½ ï¿½r klï¿½nï¿½skum einkennum hjï¿½ dï¿½rum sem voru ï¿½tsett fyrir 
smiti. 
Bï¿½lusetning sauï¿½fï¿½ meï¿½ stofninum O1 Manisa drï¿½ ï¿½r klï¿½nï¿½skum einkennum dï¿½ra sem voru ï¿½tsett 
fyrir smiti. 
Bï¿½lusetning svï¿½na meï¿½ stofninum Asia 1 Shamir drï¿½ ï¿½r klï¿½nï¿½skum einkennum og leiddi til 
veiruï¿½tskilnaï¿½ar hjï¿½ dï¿½rum sem voru ï¿½tsett fyrir smiti. Bï¿½lusetning svï¿½na meï¿½ stofnunum Q Taiwan 
3/97 og A22 Iraq drï¿½ ï¿½r klï¿½nï¿½skum einkennum hjï¿½ dï¿½rum sem voru ï¿½tsett fyrir smiti. 
 
ï¿½virkjaï¿½ir gin- og klaufaveiki mï¿½tefnavakar eru hreinsaï¿½ir og innihalda ekki nï¿½gjanlegt magn 
prï¿½teina sem eru ekki byggingarefni, til ï¿½ess aï¿½ framkalla mï¿½tefnasvï¿½run eftir gjï¿½f ï¿½rï¿½gilds bï¿½luefnis 
sem inniheldur mï¿½tefnamagn sem samsvarar a.m.k. 15 PD50 fyrir stofn ï¿½ hverjum 2 ml skammti. 
 
Engin mï¿½tefni fyrir prï¿½teinum sem eru ekki byggingarefni, komu fram viï¿½ greiningu meï¿½ PrioCHECK 
FMDV NS prï¿½fi: 
 
- hjï¿½ nautgripum eftir tvï¿½faldan skammt sem fylgt var eftir meï¿½ stï¿½kum skammti 7 vikum sï¿½ï¿½ar 

og ï¿½riï¿½ja bï¿½lusetning meï¿½ stï¿½kum skammti 13 vikum eftir annan skammt. 
- hjï¿½ sauï¿½fï¿½ eftir tvï¿½faldan skammt sem fylgt var eftir meï¿½ stï¿½kum skammti 5 vikum sï¿½ï¿½ar og 

ï¿½riï¿½ja bï¿½lusetning meï¿½ stï¿½kum skammti 7 vikum eftir annan skammt, 
- hjï¿½ svï¿½num eftir tvï¿½faldan skammt sem fylgt var eftir meï¿½ stï¿½kum skammti 3 vikum sï¿½ï¿½ar og 

ï¿½riï¿½ja bï¿½lusetning meï¿½ stï¿½kum skammti 7 vikum eftir annan skammt. 
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Pakkningastï¿½rï¿½ir: 
Pappaaskja meï¿½ 1 glasi meï¿½ 10, 25, 50, 100 eï¿½a 150 skï¿½mmtum 
Pappaaskja meï¿½ 10 glï¿½sum meï¿½ 10, 25, 50, 100 eï¿½a 150 skï¿½mmtum 
 
Ekki er vï¿½st aï¿½ allar pakkningastï¿½rï¿½ir sï¿½u markaï¿½ssettar. 
 
Notkun ï¿½essa dï¿½ralyfs er eingï¿½ngu leyfï¿½ viï¿½ ï¿½kveï¿½in skilyrï¿½i sem eru ï¿½kvï¿½rï¿½uï¿½ af lï¿½ggjï¿½f 
Evrï¿½pusambandsins um stjï¿½rnun ï¿½ gin- og klaufaveiki. 
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