Lyfjastofnun

Icelandic Medicines Agency

Ny markadsleyfi lyfja fyrir menn gefin Gt i desember 2018 29.1.2019

Afgreidslu-
o : - ATC . : Markads- 9 ) S .
Heiti lyfs Lyfjaform Styrkleiki Virkt efni : : tilhégun/ Seérstok takmorkun
flokkur leyfishafi . : :
sérfraedimerking
Amoxicillin/Clavulanic Acid Normon Stungulyfs- 1000/200 mg JO1CRO2 Amoxicillinum INN Laboratorios Normon (R) Lyfsedilsskylt
finnrennslisstofn, natrium,Amoxicillin,Acidum  S.A.
lausn clavulanicum INN kalium
Asyran Filmuh(oud tafla 150 mg AO02BA02 Ranitidinum INN hydréklérid Teva B.V. (R) Lyfsedilsskylt
audalis Filmuhaouo tafla 25 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydroklorie Putter GmbH & Co.
KG*
audalis Filmuhaouo tafla 40 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydroklorie Putter GmbH & Co.
KG*
audalis Filmuhaouo tafla 18 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydroklorie Putter GmbH & Co.
KG*
audalis FilmuhGouo tafla 100 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydroklorie Putter GmbH & Co.
KG*
audalis Filmuhaouo tafla 80 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydroklorie Putter GmbH & Co.
KG*
audalis Filmuhaouo tafla 10 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydroklorie Putter GmbH & Co.
KG*
audalis Filmuhtouo tafla 60 mg NO6BA09 Atomoxetinum INN Medice Arzneimittel (R) Lyfsedilsskylt
hydrokloérie Ptter GmbH & Co.
KG*
Azitromicina Normon Filmuh(ouo tafla 500 mg JO1FA10 Azithromycinum INN Laboratorios Normon  (R) Lyfsedilsskylt
dihydrat,Azithromycin S.A.
Bevespi Aerosphere InnGdalyf, dreifa 7,5 mikrég/5  mikrég/idask RO3ALO7 Glycopyrronii bromidum INN, AstraZeneca AB (R) Lyfsedilsskylt
ammt Formoterolum INN famarat
Dengvaxia Stungulyfsstofn og JO7BX live, attenuated, chimeric Sanofi Pasteur* (R) Lyfsedilsskylt
leysir, dreifa i dengue virus

afylitri sprautu
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Dengvaxia Stungulyfsstofn og JO7BX live, attenuated, chimeric Sanofi Pasteur* (R) Lyfsedilsskylt
leysir, dreifa dengue virus
Desirett Filmuhaouo tafla 75 mikrég GO03AC09 Desogestrelum INN Exeltis Healthcare S.L. (R) Lyfsedilsskylt
Elocta Stungulyfsstofn og 4000 U B02BD02 Efmoroctocog alfa INN Swedish Orphan (R 2) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
leysir, lausn Biovitrum AB (publ) (og lyfsedilsskylt) sérfreedinga i
bl6dsjukdémum.
Elocta Stungulyfsstofn og 6000 V) B02BD02 Efmoroctocog alfa INN Swedish Orphan (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vié
leysir, lausn Biovitrum AB (publ) (og lyfsedilsskylt) sérfreedinga i
bl6dsjukdémum.
Elocta Stungulyfsstofn og 5000 V) B02BD02 Efmoroctocog alfa INN Swedish Orphan (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vié
leysir, lausn Biovitrum AB (publ) (og lyfsedilsskylt) sérfreedinga i
bl6dsjukdémum.
Flucelvax Tetra Stungulyf, dreifai 15 mikrég/ml JO7BB02 A/ (H3N2) - like virus antigen, Seqirus Netherlands  (R) Lyfsedilsskylt
afylltri sprautu A/ (HIN1) - like virus antigen, B.V.
INFLUENZA B VIRUS
INACTIVATED

HEMAGGLUTININ

Namuscla Hart hylki 200 mg C01BB02 Mexiletinum INN hydréklérid  Lupin Europe GmbH  (R) Lyfsedilsskylt
Ogivri Stofn fyrir 150 mg LO1XCO03 Trastuzumabum INN Mylan S.A.S.* (R) Lyfsedilsskylt
innrennslispykkni,
lausn
Paracet Endaparmsstill 125 mg NO2BEO1 Paracetamolum INN Weifa AS (L R) Ekki lyfsedilsskylt/
lyfsedilsskylt
Sertralin WH Filmuhaouo tafla 50 mg NO6AB06 Sertralinum INN hydroklorid  Williams & Halls ehf  (R) Lyfsedilsskylt
Sertralin WH Filmuhtduo tafla 100 mg NOG6ABO6 Sertralinum INN hydroklorid  Williams & Halls ehf  (R) Lyfsedilsskylt
Travoprost STADA Augndropar, lausn 40 mikrég/ml SO01EEO4 Travoprostinum INN STADA Arzneimittel  (R) Lyfsedilsskylt
AG
Travoprost/Timolol STADA Augndropar, lausn 40 mikrog/ml  mg/ml SO1EDS51 Travoprostinum STADA Arzneimittel  (R) Lyfsedilsskylt
+5 INN,Timololum INN maleat  AG
Vihuma Stungulyfsstofn og 2500 U B02BD02 Simoctocogum alfa INN Octapharma AB (R 2) Sérfreedingsmerkt  Avisun lyfsins er bundin vid
leysir, lausn (og lyfsedilsskylt) sérfreedinga i

blédsjakdéomum.

Lyfjastofnun Sida 2 af 3 Januar 2019



Afgreidslu-

Heiti lyfs Lyfjaform Styrkleiki flokkur Virkt efni eyl , tllho.gun/' Sérstok takmorkun
sérfreedimerking

ATC Markads-

Vihuma Stungulyfsstofn og 3000 U B02BD02 Simoctocogum alfa INN Octapharma AB (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vié
leysir, lausn (og lyfsedilsskylt) sérfreedinga i
bl6dsjukdémum.
Vihuma Stungulyfsstofn og 4000 U B02BD02 Simoctocogum alfa INN Octapharma AB (R Z) Sérfreedingsmerkt  Avisun lyfsins er bundin vié
leysir, lausn (og lyfsedilsskylt) sérfreedinga i

bl6dsjukdémum.
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