Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/11/2023 - 30/11/2023

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Amroliv 149 powder for solution for injection/infusion Antibiotice SA
Amroliv 2g powder for solution for injection/infusion Antibiotice SA
Amroliv 500 mg powder for solution for injection/infusion Antibiotice SA
Atorbir 40 mg film-coated tablet Abacus Medicine A/S
Corhum solution for cardioplegi S.A.L.F. S.p.A. Laboratorio Farmacologico
Cotrim Forte 160 mg / 800 mg tablet Paranova Oy
Cronyxin vet 50 mg/g oral paste Bimeda Animal Health Limited
Dabigatran etexilate Glenmark 110 mg capsule, hard Glenmark Arzneimittel GmbH
Dabigatran etexilate Glenmark 150 mg capsule, hard Glenmark Arzneimittel GmbH
Dabigatran etexilate Glenmark 75 mg capsule, hard Glenmark Arzneimittel GmbH
Dabigatran etexilate Krka 150 mg capsule, hard KRKA, d.d., Novo mesto
Dabigatran etexilate Krka 75mg capsule, hard KRKA, d.d., Novo mesto
Dabigatran etexilate Krka 110 mg capsule, hard KRKA, d.d., Novo mesto
Dabigatran etexilate STADA 110 mg capsule, hard Stada Arzneimittel AG
Dabigatran etexilate STADA 75 mg capsule, hard Stada Arzneimittel AG
Dabigatran etexilate STADA 150 mg capsule, hard Stada Arzneimittel AG
Depo-Medrol 40 mg/ml suspension for injection 2care4 ApS
Dimethyl fumarate Pharmathen 240 mg gastro-resistant capsule, hard Pharmathen S.A.
Dimethyl fumarate Pharmathen 120 mg gastro-resistant capsule, hard Pharmathen S.A.
Dophacyl 1000 mg/g powder for use in drinking water/milk Dopharma Research B.V.
Eribulin Glenmark 0.44 mg/ml solution for injection Glenmark Arzneimittel GmbH
Eribulin medac 0.44 mg/ml solution for injection Medac Gesellschaft Fiir Klinische Spezialpraparate mbH
Frekidir 100 mg film-coated tablet Pharmathen S.A.
Frekidir 50 mg film-coated tablet Pharmathen S.A.
Frekidir 25mg film-coated tablet Pharmathen S.A.
Gallivac IB88 Effervescent tablet for oculonasal suspension Boehringer Ingelheim Vetmedica GmbH
HATCHPAK IB H120 Effervescent tablet for oculonasal suspension Boehringer Ingelheim Vetmedica GmbH
Heparin Leo 5000 IU/ml solution for injection 2care4 ApS
Melatonin Glenmark 3mg film-coated tablet Glenmark Arzneimittel GmbH
Methenamine hippurate Orion 149 tablet Orion Corporation
Midodrine Tillomed 5mg tablet Tillomed Pharma GmbH
Midodrine Tillomed 2.5mg tablet Tillomed Pharma GmbH
Oncovin 1 mg/ml solution for injection Orifarm Oy
Oxybutynin Macure 5mg tablet Macure Pharma ApS
Oxycodone/Naloxone STADA 60 mg /30 mg prolonged-release tablet Stada Arzneimittel AG
Oxycodone/Naloxone STADA 80 mg /40 mg prolonged-release tablet Stada Arzneimittel AG
Pantoprazole Norameda 40 mg powder for solution for injection UAB Norameda
Peptonorm 19 tablet Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
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Prolastina 4000 mg powder and solvent for solution for infusion Grifols Deutschland GmbH
Prolastina 5000 mg powder and solvent for solution for infusion Grifols Deutschland GmbH
Prolutex 25mg solution for injection in pre-filled syringe IBSA Farmaceutici Italia S.r.|
Remodulin 1 mg/ml solution for infusion Orifarm Oy
Sumatriptan C4 health 12 mg/ml solution for injection in pre-filled pen C4 health GmbH
Thiotepa Abcur 100 mg powder for concentrate for solution for infusion Abcur AB
Thiotepa Abcur 15mg powder for concentrate for solution for infusion Abcur AB
Trabectedin STADA 1mg powder for concentrate for solution for infusion Stada Arzneimittel AG
Trabectedin STADA 0.25mg powder for concentrate for solution for infusion Stada Arzneimittel AG
Vaminolac solution for infusion Orifarm Oy
Velbe 10 mg powder for solution for injection Orifarm Oy

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.
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Anidulafungin Fresenius Kabi

Bosentan Actavis
Burana Comp
Burana Comp

100 mg
125 mg
400 mg / 60 mg
200 mg /30 mg

powder for concentrate for solution for infusion

film-coated tablet
film-coated tablet
film-coated tablet

Fresenius Kabi AB
Actavis Group PTC ehf
Orion Corporation
Orion Corporation

Cabazitaxel medac 20 mg/ml concentrate for solution for infusion Medac Gesellschaft Fiir Klinische Spezialpraparate mbH
Dacepton 5 mg/ml solution for infusion Orifarm Oy

Deprakine 500 mg prolonged-release tablet 2care4 ApS
Emtricitabine/Tenofovir disoproxil Hexal 200 mg/ 245 mg film-coated tablet Hexal A/S

Entocort 3mg prolonged-release capsule, hard Paranova Oy

Escitalopram Accord 10 mg film-coated tablet Accord Healthcare B.V.
Escitalopram Accord 20 mg film-coated tablet Accord Healthcare B.V.

Etoposide Pfizer 20 mg/ml concentrate for solution for infusion Pfizer Oy

Feiba 25U/ml powder and solvent for solution for infusion Baxalta Innovations GmbH
Imatinib Fresenius Kabi 100 mg film-coated tablet Fresenius Kabi Deutschland GmbH
Imatinib Fresenius Kabi 400 mg film-coated tablet Fresenius Kabi Deutschland GmbH

Levothyroxine Aristo 200 microgram(s) tablet Aristo Pharma GmbH
Levothyroxine Aristo 100 microgram(s) tablet Aristo Pharma GmbH
Levothyroxine Aristo 50 microgram(s) tablet Aristo Pharma GmbH
Levothyroxine Aristo 25 microgram(s) tablet Aristo Pharma GmbH

Linezolid Norameda 2 mg/ml solution for infusion UAB Norameda

Mucovin 0.8 mg/ml oral solution Orifarm Healthcare A/S
Propofol Primex 20 mg/ml emulsion for injection/infusion Primex Pharmaceuticals Oy
Propofol Primex 10 mg/ml emulsion for injection/infusion Primex Pharmaceuticals Oy
Salazopyrin En 500 mg gastro-resistant tablet Paranova Oy

Sirdalud 4mg tablet Paranova Oy

Spiriva Respimat 2.5 microgram(s) inhalation solution Paranova Oy

Tadex 10 mg tablet Orion Corporation

V-Pen 500 500000 IU film-coated tablet Orion Corporation

Zaditen 0.25 mg/ml eye drops, solution in single-dose container Orifarm Oy

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.
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