
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/07/2025 - 31/07/2025

1

The Finnish Medicines Agency Fimea makes every effort to ensure that the information is accurate and up to date, but individual errors can occur.
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Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Adrenalin Noridem 1 mg/ml solution for injection Noridem Enterprises Limited
Apixaban Viatris Pharma 2.5 mg film-coated tablet Viatris Limited
Apixaban Viatris Pharma 5 mg film-coated tablet Viatris Limited
Brabela 50 mg film-coated tablet Exeltis Healthcare S.L.
Brabela 75 mg film-coated tablet Exeltis Healthcare S.L.
Brabela 10 mg film-coated tablet Exeltis Healthcare S.L.
Brabela 100 mg film-coated tablet Exeltis Healthcare S.L.
Brabela 25 mg film-coated tablet Exeltis Healthcare S.L.
Cutimum 3 mg/g + 25 mg/g gel 2Care4 Generics ApS
Cutimum 1 mg/g + 25 mg/g gel 2Care4 Generics ApS
Dehispot vet 30mg / 7.5 mg spot-on solution KRKA d.d. Novo mesto
Dehispot vet 96 mg / 24 mg spot-on solution KRKA d.d. Novo mesto
Dehispot vet 60 mg / 15 mg spot-on solution KRKA d.d. Novo mesto
Desirett 75 microgram(s) film-coated tablet Orifarm Oy
Eltrombopag Vivanta 25 mg film-coated tablet Vivanta Generics s.r.o.
Eltrombopag Vivanta 50 mg film-coated tablet Vivanta Generics s.r.o.
Eltrombopag Vivanta 75 mg film-coated tablet Vivanta Generics s.r.o.
Empagliflozin Devatis 10 mg film-coated tablet Devatis GmbH
Empagliflozin Devatis 25 mg film-coated tablet Devatis GmbH
Flixotide Diskus 500 microg/dose inhalation powder, pre-dispensed Orifarm Oy
Fydoco 2.5 mg film-coated tablet Viatris Limited
Fydoco 5 mg film-coated tablet Viatris Limited
Ketexx Vet 100 mg/ml solution for injection Alfasan Nederland B.V.
Kipurgesic Vet 10 mg/ml solution for injection Chanelle Pharmaceuticals Manufacturing Limited
Kolistimetatnatrium Noridem 2 milj. IU powder for solution for injection/infusion Noridem Enterprises Limited
Kolistimetatnatrium Noridem 1 milj. IU powder for solution for injection/infusion Noridem Enterprises Limited
Kolistimetatnatrium Noridem 2 milj. IU powder for nebuliser solution Noridem Enterprises Limited
Kolistimetatnatrium Noridem 1 milj. IU powder for nebuliser solution Noridem Enterprises Limited
Lidokain/Adrenalin Aguettant 10 mg/ml + 5 mikrog/ml solution for injection Laboratoire Aguettant
Lidokain/Adrenalin Aguettant 20 mg/ml + 5 mikrog/ml solution for injection Laboratoire Aguettant
Linagliptin Krka 5 mg film-coated tablet KRKA d.d. Novo mesto
Lorazepam Macure 2 mg/ml solution for injection Macure Pharma ApS
Lyomet 500 mg prolonged-release tablet Strides Nordic ApS
Lyomet 750 mg prolonged-release tablet Strides Nordic ApS
Lyomet 1000 mg prolonged-release tablet Strides Nordic ApS
Macitentan Devatis 10 mg film-coated tablet Devatis GmbH
Melatonin Glenmark 1 mg/ml oral solution Glenmark Arzneimittel GmbH
Melatonin Newbury 2 mg prolonged-release tablet Newbury Pharmaceuticals AB
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Tradename Strength Pharmaceutical form Marketing authorisation holder
Milpro Vet. 25 mg / 250 mg chewable tablet Virbac
Milpro Vet. 2.5 mg / 25 mg chewable tablet Virbac
Milpro Vet. 12.5 mg / 125 mg chewable tablet Virbac
Milrinon Stragen 1 mg/ml concentrate for solution for infusion Orifarm Oy
Omnic Ocas 0.4 mg prolonged-release tablet Abacus Medicine A/S

Paliperidone Sandoz 25 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Sandoz A/S

Paliperidone Sandoz 50 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Sandoz A/S

Paliperidone Sandoz 75 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Sandoz A/S

Paliperidone Sandoz 100 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Sandoz A/S

Paliperidone Sandoz 150 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Sandoz A/S

Pantoprazole STADA 40 mg powder for solution for injection STADA Arzneimittel AG
Posiforlid 20 mg/g eye ointment URSAPHARM Arzneimittel GmbH
Primovist 0.25 mmol/ml solution for injection in pre-filled syringe Abacus Medicine A/S
Rivaroxaban Grindeks 20 mg film-coated tablet Grindeks AS
Rivaroxaban Grindeks 15 mg film-coated tablet Grindeks AS
Rivaroxaban Grindeks 10 mg film-coated tablet Grindeks AS
Sacubitril/Valsartan Devatis 24 mg / 26 mg film-coated tablet Devatis GmbH
Sacubitril/Valsartan Devatis 49 mg / 51 mg film-coated tablet Devatis GmbH
Sacubitril/Valsartan Devatis 97 mg / 103 mg film-coated tablet Devatis GmbH
Varenicline Orion 0.5 mg film-coated tablet Orion Corporation
Varenicline Orion 1 mg film-coated tablet Orion Corporation
Varenicline Orion 0.5 mg + 1 mg film-coated tablet Orion Corporation
Varenicline Stada 1 mg film-coated tablet STADA Arzneimittel AG
Varenicline Stada 0.5 mg + 1 mg film-coated tablet STADA Arzneimittel AG
Varenicline Stada 0.5 mg film-coated tablet STADA Arzneimittel AG
Xytrina 0.2 mg/ml concentrate for solution for infusion Macure Healthcare Limited
Ylpio 80 mg / 2.5 mg tablet Pro.Med.Cs Praha a.s.
Zenaxel 25 mg/ml oral suspension Exeltis Healthcare S.L.

Cancelled authorisations

Arthrotec modified-release tablet Pfizer Oy
Brivaracetam Accord 10 mg film-coated tablet Accord Healthcare B.V.
Brivaracetam Accord 75 mg film-coated tablet Accord Healthcare B.V.
Brivaracetam Accord 100 mg film-coated tablet Accord Healthcare B.V.
Brivaracetam Accord 25 mg film-coated tablet Accord Healthcare B.V.
Brivaracetam Accord 50 mg film-coated tablet Accord Healthcare B.V.
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Dacepton 5 mg/ml solution for infusion Abacus Medicine A/S
Desogestrel Stada 75 microgram(s) tablet STADA Arzneimittel AG
Diotem 75 mg / 20 mg modified-release capsule, hard Aenova IP GmbH
Escitalopram Holsten 5 mg film-coated tablet Holsten Pharma GmbH
Escitalopram Holsten 10 mg film-coated tablet Holsten Pharma GmbH
Escitalopram Holsten 20 mg film-coated tablet Holsten Pharma GmbH
Femke 30 mg film-coated tablet Orifarm Oy
Fenylefrin Sintetica 0.08 mg/ml solution for injection/infusion Sintetica GmbH
Fenylefrin Sintetica 8.2 mg/ml solution for injection Sintetica GmbH
Icatibant Aguettant 30 mg solution for injection in pre-filled syringe Laboratoire Aguettant
Icatibant Zentiva 30 mg solution for injection in pre-filled syringe Zentiva, k.s.
Jaydess 13.5 mg intrauterine delivery system Orifarm Oy
Lactulose-MIP 650 mg/ml oral solution MIP Pharma GmbH
Lilinorm 10 mg / 5 mg film-coated tablet ACE Pharmaceuticals BV
Lilinorm 1 mg film-coated tablet ACE Pharmaceuticals BV
Lilinorm 5 mg film-coated tablet ACE Pharmaceuticals BV
Lilinorm 10 mg film-coated tablet ACE Pharmaceuticals BV
Meronem 500 mg powder for solution for injection/infusion Pfizer Oy
Meronem 1 g powder for solution for injection/infusion Pfizer Oy
Myrelez 120 mg solution for injection in pre-filled syringe Orifarm Oy
Natriumfluoridi Morningside 5 mg/g toothpaste Morningside Healthcare (Malta) Limited
Nuvaring 0.120 mg / 0.015 mg per 24 h vaginal delivery system Abacus Medicine A/S

Octreotide ratiopharm 10 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Octreotide ratiopharm 20 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

SmofKabiven Nutribase emulsion for infusion Fresenius Kabi AB
Strattera 60 mg capsule, hard Eli Lilly Finland Oy Ab
Strattera 10 mg capsule, hard Eli Lilly Finland Oy Ab
Strattera 40 mg capsule, hard Eli Lilly Finland Oy Ab
Strattera 25 mg capsule, hard Eli Lilly Finland Oy Ab
Strattera 80 mg capsule, hard Eli Lilly Finland Oy Ab
Strattera 100 mg capsule, hard Eli Lilly Finland Oy Ab
Strattera 18 mg capsule, hard Eli Lilly Finland Oy Ab
Sunitinib Vivanta 50 mg capsule, hard Vivanta Generics s.r.o.
Sunitinib Vivanta 12.5 mg capsule, hard Vivanta Generics s.r.o.
Sunitinib Vivanta 37.5 mg capsule, hard Vivanta Generics s.r.o.
Sunitinib Vivanta 25 mg capsule, hard Vivanta Generics s.r.o.
Ticagrelor Holsten 60 mg film-coated tablet Holsten Pharma GmbH
Ticagrelor Holsten 90 mg film-coated tablet Holsten Pharma GmbH
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Valcyte 50 mg/ml powder for oral solution Orifarm Oy
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