Lyfjastofnun

Icelandic Medicines Agency

Ny markadsleyfi lyfja fyrir menn gefin Gt i nGvember 2017 13.12.2017

Heiti lyfs

Lyfjaform

Styrkleiki

Virkt efni

Markads-

leyfishafi

Afgreidslu-
tilhégun/
sérfreedimerking

Sérstok takmorkun

Cyltezo Stungulyf, lausn i 40 mg LO4AB04 Adalimumabum INN Boehringer Ingelheim (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
afyllitum lyfjapenna International GmbH*  (og lyfsedilsskylt) sérfreedinga i gigtarleekningum,
hadsjukdéomum,
meltingarsjukdémum,
gigtarsjukdomum barna,
O6naemisfreedi og
augnleekningum.
Cyltezo Stungulyf, lausn i 40 mg LO4AB04  Adalimumabum INN Boehringer Ingelheim (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
afylltri sprautu International GmbH*  (og lyfsedilsskylt) sérfreedinga i gigtarleekningum,
hadsjukdéomum,
meltingarsjukdémum,
gigtarsjukdomum barna,
O6naemisfreedi og
augnleekningum.
Duloxetine Medical Valley Magasyrupolid hart 60 mg NO6AX21  Duloxetinum INN Medical Valley Invest (R) Lyfsedilsskylt
hylki hydroklorid AB
Duloxetine Medical Valley Magasyrupolid hart 30 mg NO6AX21  Duloxetinum INN Medical Valley Invest (R) Lyfsedilsskylt
hylki hydroklorid AB
Elebrato Ellipta Innéndunarduft, 92 mikrog/55 mikrég Fluticasonum INN GlaxoSmithKline (R) Lyfsedilsskylt
afmeeldir skammtar mikrég/22 faréat,Vilanterolum INN  Trading Services
trifenatat,Umeclidinii Limited*
bromidum INN
Fenoximetylpenicillin EQL Filmuh(oud tafla 1g JO1CEO2 Phenoxymethylpenicilin  EQL Pharma AB (R) Lyfsedilsskylt
Pharma Potassium
Fenoximetylpenicillin EQL Filmuhaduo tafla 800 mg JO1CEO2 Phenoxymethylpenicilin  EQL Pharma AB (R) Lyfsedilsskylt
Pharma Potassium
Flecainid STADA Tafla 100 mg CO01BC04 Flecainidum INN acetat STADA Arzneimittel (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
AG (og lyfsedilsskylt) sérfreedinga i
hjartasjukdémum.
Flutiform K-haler Innadalyf, dreifa 50 mikrog/5 mikrog/idask RO3AK11  Fluticasonum INN Mundipharma A/S (R) Lyfsedilsskylt

ammt

propiénat,Formoterolum
INN famarat
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Heiti lyfs

Flutiform K-haler

Lyfjaform

Innadalyf, dreifa

Styrkleiki

125 mikr6g/5 mikrég/udask

ATC

flokkur

RO3AK11

Virkt efni

Fluticasonum INN

Markads-
leyfishafi

Mundipharma A/S

Afgreidslu-
tilhégun/

sérfreedimerking
(R) Lyfsedilsskylt

Sérstok takmorkun

ammt propiénat,Formoterolum
INN famarat
Imatinib Teva B.V. Hart hylki 400 mg LO1XEO1 Imatinibum INN mesylat Teva B.V. (R Z) Sérfraedingsmerkt  Avisun lyfsins er bundin vid
(og lyfsedilsskylt) sérfreedinga i
krabbameinsleekningum og
blédsjukdomum.
Imatinib Teva B.V. Hart hylki 100 mg LO1XEO1 Imatinibum INN mesylat Teva B.V. (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
(og lyfsedilsskylt) sérfraedinga i
krabbameinsleekningum og
blédsjukdémum.
Imatinib Teva B.V. Filmuh(oud tafla 400 mg LO1XEO1 Imatinibum INN mesylat Teva B.V. (R Z) Sérfraedingsmerkt  Avisun lyfsins er bundin vid
(og lyfsedilsskylt) sérfreedinga i
krabbameinsleekningum og
blédsjukdomum.
Imatinib Teva B.V. Filmuhaduo tafla 100 mg LO1XEO1 Imatinibum INN mesylat Teva B.V. (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
(og lyfsedilsskylt) sérfreedinga i
krabbameinslaekningum og
blédsjukdémum.
Malastad Filmuh(oud tafla 250/100mg mg P01BB51 Atovaquonum STADA Arzneimittel  (R) Lyfsedilsskylt
INN,Procainum INN AG
hydroéklério
Miglustat Gen.Orph Hart hylki 100 mg A16AX06  Miglustatum INN Gen.Orph (R Z) Sérfraedingsmerkt  Avisun lyfsins er bundin vid
(og lyfsedilsskylt) sérfreedinga i arfgengum
efnaskiptasjukdémum
Nyxoid Nefadi, lausn 1,8 mg VO3AB15 Naloxonum INN Mundipharma (R) Lyfsedilsskylt
hydroklorio Corporation Limited
Ontruzant Stofn fyrir 150 mg LO1XC03  Trastuzumabum INN Samsung Bioepis UK (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vié
innrennslispykkni, Limited (og lyfsedilsskylt) sérfreedinga i
lausn krabbameinslaekningum
Oxycodone/Naloxone Fordatafla 5mg/2,5 mg NO2AA55  Oxycodonum INN ratiopharm GmbH* (R X) Eftirritunarskylt (og
ratiopharm hydrékl6rid,Naloxonum lyfsedilsskylt)
INN hydroklérid
Oxycodone/Naloxone Fordatafla 10 mg/5 mg NO2AA55  Oxycodonum INN ratiopharm GmbH* (R X) Eftirritunarskylt (og
ratiopharm hydroklo6rio,Naloxonum lyfsedilsskylt)

INN hydroéklério
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Afgreidslu-
Heiti lyfs Lyfjaform Styrkleiki flokkur Virkt efni leyfishafi : t||hqgun/ . Sérstok takmorkun
sérfreedimerking

Oxycodone/Naloxone Fordatafla 20 mg/10 mg NO2AA55  Oxycodonum INN ratiopharm GmbH* (R X) Eftirritunarskylt (og
ratiopharm hydroklo6rio,Naloxonum lyfsedilsskylt)
INN hydroéklério

ATC Markads-

Oxycodone/Naloxone Fordatafla 30 mg/15 mg NO2AA55  Oxycodonum INN ratiopharm GmbH* (R X) Eftirritunarskylt (og
ratiopharm hydroéklérid,Naloxonum lyfsedilsskylt)
INN hydrékléria

Oxycodone/Naloxone Fordatafla 40 mg/20 mg NO2AA55  Oxycodonum INN ratiopharm GmbH* (R X) Eftirritunarskylt (og
ratiopharm hydroklo6rio,Naloxonum lyfsedilsskylt)
INN hydroéklério

Ritonavir Mylan Filmuhaduo tafla 100 mg JO5AE03  Ritonavirum INN Mylan S.A.S.* (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
(og lyfsedilsskylt) sérfreedinga i smitsjukdémum.
Solifenacin Krka Filmuhaduo tafla 10 mg G04BD08  Solifenacinum INN Krka, d.d., Novo (R) Lyfsedilsskylt
sukkinat mesto
Solifenacin Krka Filmuh(oud tafla 5 mg G04BD08 Solifenacinum INN Krka, d.d., Novo (R) Lyfsedilsskylt
sukkinat mesto
Tookad Stungulyfsstofn, 366 mg LO1XD07  Padeliporfinum INN STEBA Biotech S.A.  (R) Lyfsedilsskylt
lausn dikalium
Tookad Stungulyfsstofn, 183 mg LO1XD07  Padeliporfinum INN STEBA Biotech S.A.  (R) Lyfsedilsskylt
lausn dikalium
Trelegy Ellipta Innéndunarduft, 92 mikrog/55 mikrég . Fluticasonum INN GlaxoSmithKline (R) Lyfsedilsskylt
afmeeldir skammtar mikrég/22 faréat,Vilanterolum INN  Trading Services
trifenatat,Umeclidinii Limited*
bromidum INN
VeraSeal Lausnir fyrir B02BC Human Instituto Grifols S.A.  (R) Lyfsedilsskylt
vefjalim Fibrinogen,Human
Thrombin
Zubsolv Tunguroétartafla 11,4 mg/2,9 mg NO7BC51  Buprenorphinum INN Mundipharma (R X Z) Eftirritunarskylt,  Avisun lyfsins er bundin vid
hydroklorio,Naloxone Corporation Limited  sérfreedingsmerkt (og sérfreedinga i gedlaekningum
Hydrochloride Dihydrate lyfsedilsskylt) og sérfreedinga i medhondlun a
Opiatfikn
Zubsolv Tunguroétartafla 1,4 mg /0,36 mg NO7BC51  Buprenorphinum INN Mundipharma (R X Z) Eftirritunarskylt,  Avisun lyfsins er bundin vid
hydroéklério,Naloxone Corporation Limited  sérfraedingsmerkt (og sérfreedinga i gedlaekningum
Hydrochloride Dihydrate lyfsedilsskylt) og sérfreedinga i medhondlun a
Opiatfikn
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ATC

Heiti lyfs Lyfjaform Styrkleiki

flokkur

Zubsolv Tunguroétartafla 8,6 mg /2,1 mg NO7BC51

Virkt efni

Buprenorphinum INN
hydroklorio,Naloxone
Hydrochloride Dihydrate

Markads-
leyfishafi

Mundipharma
Corporation Limited

Afgreidslu-
tilhégun/

sérfreedimerking

(R X Z) Eftirritunarskylt,
sérfreedingsmerkt (og
lyfsedilsskylt)

Sérstok takmorkun

Avisun lyfsins er bundin vid
sérfreedinga i gedlaekningum
og sérfreedinga i medhondlun a
Opiatfikn

Zubsolv Tunguroétartafla 2,9 mg /0,71 mg NO7BC51  Buprenorphinum INN Mundipharma (R X Z) Eftirritunarskylt,  Avisun lyfsins er bundin vid
hydroéklério,Naloxone Corporation Limited  sérfraedingsmerkt (og sérfreedinga i gedlaekningum
Hydrochloride Dihydrate lyfsedilsskylt) og sérfreedinga i medhondlun a
Opiatfikn
Zubsolv Tunguroétartafla 0,7 mg /0,18 mg NO7BC51  Buprenorphinum INN Mundipharma (R X Z) Eftirritunarskylt,  Avisun lyfsins er bundin vid
hydroklorio,Naloxone Corporation Limited  sérfraedingsmerkt (og sérfreedinga i gedlaekningum
Hydrochloride Dihydrate lyfsedilsskylt) og sérfreedinga i medhondlun a
Opiatfikn
Zubsolv Tunguroétartafla 5,7 mg/1,4 mg NO7BC51  Buprenorphinum INN Mundipharma (R X Z) Eftirritunarskylt,  Avisun lyfsins er bundin vid
hydroéklério,Naloxone Corporation Limited  sérfraedingsmerkt (og sérfreedinga i gedlaekningum
Hydrochloride Dihydrate lyfsedilsskylt) og sérfreedinga i medhondlun a
Opiatfikn
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