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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

Abirateron Medical Valley 500 mg film-coated tablet Medical Valley Invest AB
Alutard Sq Siitepölyt suspension for injection Orifarm Oy
Ambroxol ratiopharm 60 mg effervescent tablet Teva B.V.
Amzolynic 500 mg powder for concentrate for solution for infusion Macure Pharma ApS
Apixaban Krka 5 mg film-coated tablet KRKA, d.d., Novo mesto
Apixaban Krka 2.5 mg film-coated tablet KRKA, d.d., Novo mesto
Bitifrin 0.3 mg/ml + 5 mg/ml eye drops, solution Zaklady Farmaceutyczne Polpharma S.A
Bumacor 20 mg/ml solution for injection Macure Pharma ApS
Cabazitaxel Mylan 20 mg/ml concentrate for solution for infusion Mylan AB

Carmustine Accordpharma 50 mg
powder and solvent for concentrate for solution for 
infusion

Accord Healthcare B.V.

Carmustine Accordpharma 300 mg
powder and solvent for concentrate for solution for 
infusion

Accord Healthcare B.V.

Fampridine Medical Valley 10 mg prolonged-release tablet Medical Valley Invest AB
Fencovis RCE vet suspension for injection Boehringer Ingelheim Vetmedica GmbH
Foscarnet Tillomed 24 mg/ml solution for infusion Tillomed Pharma GmbH
Glyronul 0.2 mg/ml solution for injection EQL Pharma AB
Iricryn 0.3 mg/ml eye drops, solution Zaklady Farmaceutyczne Polpharma S.A
Levosimendan Tillomed 2.5 mg/ml concentrate for solution for infusion Tillomed Pharma GmbH
Memita 3 mg tablet Orion Corporation
Memita 5 mg tablet Orion Corporation
Meropenem Steriscience 1 g powder for solution for injection/infusion Steriscience B.V.
Meropenem Steriscience 500 mg powder for solution for injection/infusion Steriscience B.V.
Nebivolol Accord 5 mg tablet Accord Healthcare B.V.
Ofriri 20 mg/ml eye drops, solution Zaklady Farmaceutyczne Polpharma S.A
Ondansetron Fresenius Kabi 0.08 mg/ml solution for infusion Fresenius Kabi Ab
Ondansetron Fresenius Kabi 0.16 mg/ml solution for infusion Fresenius Kabi Ab
Orimelan 3 mg tablet Orion Corporation
Orimelan 5 mg tablet Orion Corporation
Paramax 500 mg powder for oral solution in single-dose container Vitabalans Oy
Perxine 50 mg/g cream Infectopharm Arzneimittel und Consilium GmbH
Pirfenidone Accord 267 mg film-coated tablet Accord Healthcare B.V.
Pirfenidone Accord 801 mg film-coated tablet Accord Healthcare B.V.
Smoothlax 6 g powder for oral solution in single-dose container Pro Health Pharma Sweden AB
Smoothlax 12 g powder for oral solution in single-dose container Pro Health Pharma Sweden AB
Sugammadex Avansor 100 mg/ml solution for injection Avansor Pharma Oy
Testogel 16.2 mg/g transdermal gel Laboratoires Besins International
Thiopental ELC Group 0.5 g powder for solution for injection ELC GROUP S.R.O.
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Thiopental ELC Group 1 g powder for solution for injection ELC GROUP S.R.O.
Ticagrelor Avansor 60 mg film-coated tablet Avansor Pharma Oy
Ticagrelor Avansor 90 mg film-coated tablet Avansor Pharma Oy
Tidimaz 20 mg/ml + 5 mg/ml eye drops, solution Zaklady Farmaceutyczne Polpharma S.A

Cancelled authorisations

Coversyl Novum 10 mg film-coated tablet Paranova Oy
Erdopect 300 mg capsule, hard Orifarm Oy
Ezetimibe Mylan 10 mg tablet Mylan AB
Felodipin Ratiopharm 10 mg prolonged-release tablet Paranova Oy
Felodipin Ratiopharm 10 mg prolonged-release tablet Orifarm Oy
Fentanyl Ethypharm 50 microgram(s)/millilitre solution for injection Ethypharm
Kardopal 100 mg / 25 mg tablet Orion Corporation
Kardopal 200 mg/ 50 mg prolonged-release tablet Orion Corporation
Lidocaine Accord 10 mg/ml solution for injection Accord Healthcare B.V.
Lidocaine Accord 20 mg/ml solution for injection Accord Healthcare B.V.
Lipcut 10 mg film-coated tablet Orifarm Oy
Lipcut 20 mg film-coated tablet Orifarm Oy
Livazo 1 mg film-coated tablet Kowa Pharmaceutical Europe GmbH.
Livazo 2 mg film-coated tablet Kowa Pharmaceutical Europe GmbH.
Livazo 4 mg film-coated tablet Kowa Pharmaceutical Europe GmbH.
Melphalan Amring 50 mg powder and solvent for solution for injection/infusion AMRING FARMA S.R.L.
Mithraring 0.120 mg / 0.015 mg / 24 h vaginal delivery system Mithra Pharmaceuticals S.A
Navirel 10 mg/ml concentrate for solution for infusion Medac Gesellschaft Für Klinische Spezialpräparate mbH
Parasetamoli Ya 500 mg tablet Galena Pharma Oy
Renitec Comp 20 mg / 12.5 mg tablet Orifarm Oy
Rosuvastatin Mylan 10 mg film-coated tablet Mylan AB
Rosuvastatin Mylan 20 mg film-coated tablet Mylan AB
Rosuvastatin Mylan 40 mg film-coated tablet Mylan AB
Rosuvastatin Mylan 5 mg film-coated tablet Mylan AB
Synarela 200 microg/dose nasal spray, solution Orifarm Oy
Tramal Retard 150 mg prolonged-release tablet Paranova Oy
Vendiol 60 mikrog / 15 mikrog film-coated tablet Gedeon Richter Plc
Zoladex 10.8 mg implant Orifarm Oy
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