Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/10/2021 - 31/10/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Abirateron Avansor 500 mg film-coated tablet Avansor Pharma Oy
Abirateron Avansor 250 mg tablet Avansor Pharma Oy
Bosentan Accord 62.5 mg film-coated tablet Paranova Oy
Bramitob 300mg/ 4 ml nebuliser solution Chiesi Farmaceutici S.p.A.
Cartexan 400 mg capsule, hard Paranova Oy
Clobazam Essential Pharmaceuticals 1 mg/ml oral suspension Essential Pharmaceuticals Ltd
Cloxacillin Stragen 1g powder for solution for injection/infusion Stragen Nordic A/S
Cloxacillin Stragen 29 powder for solution for injection/infusion Stragen Nordic A/S
Dexmedetomidine Kabi 100 microgram(s)/millilitre concentrate for solution for infusion Fresenius Kabi Ab
Epaclob 2 mg/ml oral suspension Ethypharm
Epaclob 1 mg/ml oral suspension Ethypharm
Fentanyl Sandoz 400 microgram(s) sublingual tablet Sandoz A/S
Fentanyl Sandoz 800 microgram(s) sublingual tablet Sandoz A/S
Fentanyl Sandoz 300 microgram(s) sublingual tablet Sandoz A/S
Fentanyl Sandoz 600 microgram(s) sublingual tablet Sandoz A/S
Fentanyl Sandoz 100 microgram(s) sublingual tablet Sandoz A/S
Fentanyl Sandoz 200 microgram(s) sublingual tablet Sandoz A/S

Fulvestrant Ratiopharm
Lenalidomide Fresenius Kabi
Lenalidomide Fresenius Kabi
Lenalidomide Fresenius Kabi
Lenalidomide Fresenius Kabi
Lenalidomide Fresenius Kabi
Lenalidomide Fresenius Kabi
Meronem

Metformin Accord
Metformin Accord
Metformin Accord
Mitoxantron Ebewe
Mykronor

Prostin VR

Protaminsulfat Leo Pharma
Sugammadex hameln
Targocid

Triesence

Valcyte

Valcyte

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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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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Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Anastrozole Teva 1mg film-coated tablet Orifarm Oy
Aripiprazole Accord Healthcare 5mg tablet Accord Healthcare B.V.
Aripiprazole Accord Healthcare 10 mg tablet Accord Healthcare B.V.
Aripiprazole Accord Healthcare 15mg tablet Accord Healthcare B.V.
Aripiprazole Accord Healthcare 30 mg tablet Accord Healthcare B.V.
Atazanavir Stada 150 mg capsule, hard STADA Arzneimittel AG
Avinew lyophilisate for suspension Boehringer Ingelheim Animal Health Nordics A/S
Bactroban Nasal 2% nasal ointment Orifarm Oy
Bonefos 800 mg film-coated tablet Orifarm Oy
Cloxacillin Stragen 29 powder for solution for injection/infusion Stragen Nordic A/S
Cloxacillin Stragen 149 powder for solution for injection/infusion Stragen Nordic A/S
Darunavir STADA 400 mg film-coated tablet STADA Arzneimittel AG
Docetaxel Actavis 20 mg/ml concentrate for solution for infusion Actavis Group PTC ehf
Dutasteride Stada 0.5mg capsule, soft STADA Arzneimittel AG
Flavamed 60 mg effervescent tablet Paranova Oy
Fluoxone 20 mg coated tablet Laboratoires SMB S.A.
Gabapentin Sandoz 300 mg capsule, hard Orifarm Oy
Gracial tablet Aspen Pharma Trading Limited
Gyno-Daktarin 2% vaginal ointment McNeil, a division of Janssen- Cilag Oy
Imatinib Krka D.D. 100 mg dispersible tablet KRKA, d.d., Novo mesto
Imatinib Krka D.D. 400 mg dispersible tablet KRKA, d.d., Novo mesto
Lamisil 1% cream Orifarm Oy
Linatil Comp 20mg/12.5mg tablet Orifarm Oy
Lincomix premix vet. 44 mg/g premix for medicated feed Zoetis Finland Oy
Losec Mups 10 mg gastro-resistant tablet Orifarm Oy
Lovastatin Ratiopharm 20 mg tablet Paranova Oy
Lovastatin Ratiopharm 40 mg tablet Paranova Oy
Meliane coated tablet Bayer Oy
Nebivolol Glenmark 10 mg tablet Glenmark Arzneimittel GmbH
Rogaine 20 mg/ml cutaneous solution McNeil, a division of Janssen- Cilag Oy
Rosuvastatin Glenmark 40 mg film-coated tablet Glenmark Arzneimittel GmbH
Rosuvastatin Glenmark 5mg film-coated tablet Glenmark Arzneimittel GmbH
Rosuvastatin Glenmark 10 mg film-coated tablet Glenmark Arzneimittel GmbH
Rosuvastatin Glenmark 20 mg film-coated tablet Glenmark Arzneimittel GmbH
Sildenafil Teva Pharma 20 mg film-coated tablet Teva Pharma B.V.
Ticovac 2.4 mikrog / 0.5 ml suspension for injection in pre-filled syringe Orifarm Oy
Twicor 10 mg/ 10 mg film-coated tablet Mylan Finland Oy
Twicor 20mg/ 10 mg film-coated tablet Mylan Finland 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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Voltaren Retard 75mg prolonged-release tablet Paranova Oy
Zaditen 0.25 mg/ml eye drops, solution Paranova Oy
Zolmitriptan Stada 5mg tablet Stada Arzneimittel AG

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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