
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/03/2022 - 31/03/2022

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.
The information contained in the document is based on the applicant's notification and the situation at the time of submitting the document.

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Apixaban Mylan 2.5 mg film-coated tablet Mylan AB
Apixaban Mylan 5 mg film-coated tablet Mylan AB
Ataxxa vet koirille, jotka painavat enintään 4 kg 200 mg / 40 mg spot-on solution KRKA, d.d., Novo mesto
Ataxxa vet koirille, jotka painavat yli 10 kg-25 kg 1250 mg / 250 mg spot-on solution KRKA, d.d., Novo mesto
Ataxxa vet koirille, jotka painavat yli 25 kg 2000 mg / 400 mg spot-on solution KRKA, d.d., Novo mesto
Ataxxa vet koirille, jotka painavat yli 4 kg-10 kg 500 mg / 100 mg spot-on solution KRKA, d.d., Novo mesto
Azalia 75 microgram(s) film-coated tablet Orifarm Oy
Bocouture 100 yksikköä powder for solution for injection Paranova Oy
Calcibel Forte 380/60/50 mg/ml solution for infusion Bela-Pharm GmbH & Co. KG
Caloket 30 mg/ml solution for injection/infusion EQL Pharma AB
Cefalexin Virbac vet 375 mg intramammary suspension Virbac S.A.
Chloraprep 20 mg/ml + 0.7 ml/ml Impregnated cutaneous swab Becton Dickinson France
Cifoban 136 mmol/l solution for infusion Fresenius Medical Care Deutschland GmbH
Comboval 10 mg/ml + 3 mg/ml solution for infusion Laboratoire Aguettant
DIB 1.0 g vaginal delivery system Syn Vet-Pharma Ireland Limited
Dexamethasone phosphate Kabi 4 mg/ml solution for injection Fresenius Kabi AB
Epistatus 2.5 mg oromucosal solution SERB S.A.
Epistatus 7.5 mg oromucosal solution SERB S.A.
Epistatus 5 mg oromucosal solution SERB S.A.
Haemwill 1000 IU FVIII /2400 IU VWF powder and solvent for solution for injection/infusion CSL Behring GmbH
Haemwill 500 IU FVIII / 1200 IU VWF powder and solvent for solution for injection/infusion CSL Behring GmbH
Haemwill 250 IU FVIII / 600 IU VWF powder and solvent for solution for injection/infusion CSL Behring GmbH
Icatibant Sandoz 30 mg solution for injection in pre-filled syringe Sandoz A/S
Ketochemie 100 mg/ml solution for injection Interchemie Werken De Adelaar Eesti AS
Leponex 25 mg tablet Paranova Oy
Metforminhydrochlorid Zentiva 500 mg film-coated tablet Zentiva, k.s.
Metforminhydrochlorid Zentiva 1000 mg film-coated tablet Zentiva, k.s.
Metforminhydrochlorid Zentiva 850 mg film-coated tablet Zentiva, k.s.

Octreotide Ratiopharm 30 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Pamorelin 22.5 mg
powder and solvent for prolonged-release suspension for 
injection

Paranova Oy

Pemetrexed Zentiva 10 mg/ml solution for infusion Zentiva, k.s.
Remifentanil hameln 1 mg powder for concentrate for solution for injection/infusion hameln pharma gmbh
Remifentanil hameln 2 mg powder for concentrate for solution for injection/infusion hameln pharma gmbh
Remifentanil hameln 5 mg powder for concentrate for solution for injection/infusion hameln pharma gmbh
Sitagliptin Grindeks 25 mg film-coated tablet AS GRINDEKS (JSC GRINDEKS)
Sitagliptin Grindeks 50 mg film-coated tablet AS GRINDEKS (JSC GRINDEKS)
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Sitagliptin Grindeks 100 mg film-coated tablet AS GRINDEKS (JSC GRINDEKS)
Sitagliptin Hexal 25 mg film-coated tablet Hexal A/S
Sitagliptin Hexal 50 mg film-coated tablet Hexal A/S
Sitagliptin Hexal 100 mg film-coated tablet Hexal A/S
Sitagliptin/Metformin Glenmark 50 mg / 850 mg film-coated tablet Glenmark Arzneimittel GmbH
Sitagliptin/Metformin Glenmark 50 mg / 1000 mg film-coated tablet Glenmark Arzneimittel GmbH
Sitagliptin/Metformin Hexal 50 mg / 850 mg film-coated tablet Hexal A/S
Sitagliptin/Metformin Hexal 50 mg / 1000 mg film-coated tablet Hexal A/S
Somatuline Autogel 120 mg solution for injection in pre-filled syringe Paranova Oy
Thiamine Sterop 50 mg/ml solution for injection Laboratoires Sterop NV
Thiamine Sterop 125 mg/ml solution for injection Laboratoires Sterop NV

Cancelled authorisations

Berocca film-coated tablet Bayer Oy
Berocca Orange effervescent tablet Bayer Oy

Enanton Depot Dual 11.25 mg
powder and solvent for suspension for injection in pre-
filled syringe

Orifarm Oy

Geepenil 6.06 g powder for solution for infusion Orion Corporation
Ibaril 2.5 mg/g cream Sanofi Oy
Lercanidipin Hydrochlorid Actavis 10 mg film-coated tablet Paranova Oy
Lipcut 40 mg film-coated tablet Orifarm Oy
Midazolam Orpha 15 mg film-coated tablet Orpha-Devel Handels und Vertriebs GmbH
Navelbine 30 mg capsule, soft Paranova Oy
Navelbine 20 mg capsule, soft Paranova Oy

Pamorelin 11.25 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Seloken 1 mg/ml solution for injection Orifarm Oy
Tramal Retard 100 mg prolonged-release tablet Orifarm Oy
Tramal Retard 150 mg prolonged-release tablet Orifarm Oy
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