Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/11/2020 - 30/11/2020

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Apixaban Ratiopharm 5mg film-coated tablet Teva B.V.

Apixaban Ratiopharm 2.5 mg film-coated tablet Teva B.V.

Dalacin 10 mg/ml cutaneous emulsion Paranova Oy

Dexrapid vet. 2 mg/ml solution for injection Richter Pharma AG

Fingolimod Stada 0.5 mg capsule, hard STADA Arzneimittel AG

Fingolimod ratiopharm 0.25mg capsule, hard ratiopharm GmbH

Fingolimod ratiopharm 0.5mg capsule, hard ratiopharm GmbH

Frontect 10-20 kg:n painoiselle koiralle spot-on solution Boehringer Ingelheim Animal Health
Nordics A/S

Frontect 20-40 kg:n painoiselle koiralle spot-on solution Boehringer Ingelheim Animal Health
Nordics A/S

Frontect 2-5 kg:n painoiselle koiralle spot-on solution Boehringer Ingelheim Animal Health
Nordics A/S

Frontect 40-60 kg:n painoiselle koiralle spot-on solution Boehringer Ingelheim Animal Health
Nordics A/S

Frontect 5-10 kg:n painoiselle koiralle spot-on solution Boehringer Ingelheim Animal Health
Nordics A/S

Fulvestrant Fresenius Kabi 250 mg solution for injection in pre-filled syringe Fresenius Kabi AB

Fulvestrant medac 250 mg solution for injection in pre-filled syringe medac Gesellschaft fur klinische
Spezialpraparate mbH

Logimax Forte 10 mg /95 mg prolonged-release tablet Paranova Oy

Somatuline Autogel 90 mg solution for injection in pre-filled syringe Paranova Oy

Terbinafin Sandoz 78.22 mg/ml medicated nail lacquer Sandoz A/S

Tiotropium ProPharma Group 18 microg inhalation powder, hard capsule ProPharma Group Netherlands BV

Vagirux 10 microg vaginal tablet Gedeon Richter Plc

Cancelled authorisations

Aerobec Autohaler
Astarior
Astarior

100 microg/dose
10 mg/5 mg
10 mg /10 mg

pressurised inhalation, solution
capsule, hard
capsule, hard

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.

Orifarm Oy
Les Laboratoires Servier
Les Laboratoires Servier
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Astarior 20mg /10 mg capsule, hard Les Laboratoires Servier
Astarior 20mg/5mg capsule, hard Les Laboratoires Servier
Astarior 40 mg / 10 mg capsule, hard Les Laboratoires Servier
Astarior 40 mg /5 mg capsule, hard Les Laboratoires Servier
Beclonasal Forte Aqua 100 microg/dose nasal spray, suspension Orifarm Oy

Canesoral 150 mg capsule, hard Bayer Oy

Canesten 200 mg vaginal tablet Paranova Oy
Caspofungin Stada 70 mg powder for concentrate for solution for infusion STADA Arzneimittel AG
Caspofungin Stada 50 mg powder for concentrate for solution for infusion STADA Arzneimittel AG
Creon 40 000 gastro-resistant capsule, hard Mylan Finland Oy
Depolan 200 mg prolonged-release tablet G.L. Pharma GmbH
Depolan 10 mg prolonged-release tablet G.L. Pharma GmbH
Depolan 100 mg prolonged-release tablet G.L. Pharma GmbH
Depolan 30 mg prolonged-release tablet G.L. Pharma GmbH
Depolan 60 mg prolonged-release tablet G.L. Pharma GmbH
Diflucan 150 mg capsule, hard Orifarm Oy

Doxal 25 mg coated tablet Orion Corporation

Doxal 50 mg coated tablet Orion Corporation

Doxal 10 mg coated tablet Orion Corporation
Faberka 10 mg film-coated tablet STADA Arzneimittel AG
Faberka 20 mg film-coated tablet STADA Arzneimittel AG
Faberka 5mg film-coated tablet STADA Arzneimittel AG
Fenylefrin Abcur 8.2 mg/ml concentrate for solution for infusion Abcur AB

Flamazine 1% cream Smith & Nephew GmbH
Fragmin 25000 IU/ml solution for injection Orifarm Oy

Glycerol Evolan 200 mg/g cream Evolan Pharma AB
Isocare Vet 1000 mg/g inhalation vapour, liquid Ecuphar NV

Lansofarm 15 mg gastro-resistant capsule, hard Orifarm Oy

Lescol Depot 80 mg prolonged-release tablet Orifarm Oy

Lincophar Vet 400 mg/ml solution for use in drinking water Ecuphar Veterinaria S.L.U.
Metohexal 47.5mg prolonged-release tablet 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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Metohexal 95 mg prolonged-release tablet Orifarm Oy

Mifepristone Linepharma 200 mg tablet AMRING

Miranax 550 mg film-coated tablet Paranova Oy

Nalpain 10 mg/ml solution for injection Orpha-Devel Handels und Vertriebs
GmbH

Natriumoksibaatti Ascend 500 mg/ml oral solution Ascend GmbH

Oxamed 5 mg/ml powder for solution for infusion Stada Arzneimittel AG

Pemetrexed Synthon Hispania 25 mg/ml concentrate for solution for infusion Synthon Hispania, S.L.

Rhinocort Turbuhaler 100 microg/dose nasal powder AstraZeneca Oy

Sandostatin Lar 20 mg powder and solvent for suspension for injection Paranova Oy

Solu-Cortef 100 mg powder and solvent for solution for injection Paranova Oy

Suvaxyn M.Hyo-Parasuis suspension for injection Zoetis Finland Oy

Tolvaptan Ratiopharm 15 mg tablet Teva B.V.

Tolvaptan Ratiopharm 15 mg + 45 mg tablet Teva B.V.

Tolvaptan Ratiopharm 30 mg tablet Teva B.V.

Tolvaptan Ratiopharm 30 mg + 60 mg tablet Teva B.V.

Tolvaptan Ratiopharm 30 mg + 90 mg tablet Teva B.V.

Valcyte 450 mg film-coated tablet Paranova Oy

Verpamil 2.5 mg/ml solution for injection Orion Corporation

Vicks Vaporub ointment Orifarm Oy

Vinelle 75 microg tablet CampusPharma AB

Voltfast 50 mg powder for oral solution Novartis Finland Oy

Zomacton 4 mg powder and solvent for solution for injection Ferring La&kkeet 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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