Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/01/2024 - 31/01/2024

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Amdocyl 697 mg/g oral powder Dopharma Research B.V.
Azelastine/Fluticasone Sandoz 125 mikrog + 50 mikrog / annos nasal spray, suspension Sandoz A/S
Calcium folinate Kalceks 10 mg/ml solution for injection/infusion Kalceks AS
Canishield 1.04¢g Medicated collar Beaphar B.V.
Cefuroxim Navamedic 750 mg powder for solution for injection/infusion Navamedic ASA
Cefuroxim Navamedic 1500 mg powder for solution for injection/infusion Navamedic ASA
Cefuroxim Navamedic 250 mg powder for solution for injection/infusion Navamedic ASA

Ciclesonide Sandoz 160 microg/dose pressurised inhalation, solution Sandoz A/S
Ciclesonide Sandoz 80 microg/dose pressurised inhalation, solution Sandoz A/S
Dabigatran etexilate STADA Nordic 75 mg capsule, hard STADA Nordic ApS
Dabigatran etexilate STADA Nordic 110 mg capsule, hard STADA Nordic ApS
Dabigatran etexilate STADA Nordic 150 mg capsule, hard STADA Nordic ApS
Dexhility 40 mg capsule, hard Sandoz A/S

Dexhility 70 mg capsule, hard Sandoz A/S

Dexhility 60 mg capsule, hard Sandoz A/S

Dexhility 50 mg capsule, hard Sandoz A/S

Dexhility 20 mg capsule, hard Sandoz A/S

Dexhility 30 mg capsule, hard Sandoz A/S

Firekol 500 microgram(s) film-coated tablet 2Care4 Generics ApS
Foragen 100 mg modified-release capsule, hard CNX Therapeutics Ireland Limited
Lissidexanz 50 mg capsule, hard Sandoz A/S
Lissidexanz 70 mg capsule, hard Sandoz A/S
Lissidexanz 30 mg capsule, hard Sandoz A/S

Lusama 330 mg prolonged-release tablet Aristo Pharma GmbH
Lusama 82.5mg prolonged-release tablet Aristo Pharma GmbH
Lusama 165 mg prolonged-release tablet Aristo Pharma GmbH
Maxalt Rapitab 10 mg oral lyophilisate Paranova Oy
Prasequin vet. 1mg tablet CP-Pharma Handelsgesellschaft mbH
Rosuvastatin/Ezetimib Krka 5mg+10mg film-coated tablet KRKA d.d. Novo mesto
Rosuvastatin/Ezetimib Krka 20mg+10mg film-coated tablet KRKA d.d. Novo mesto
Rosuvastatin/Ezetimib Krka 10 mg + 10 mg film-coated tablet KRKA d.d. Novo mesto
Tranexkabi 10 mg/ml solution for infusion Fresenius Kabi AB
Vepesid 50 mg capsule, soft Paranova Oy
Cancelled authorisations

Aikum 20 mg/ml eye drops, solution SanoSwiss UAB
Allopurinol Mylan 100 mg tablet Mylan AB

Allopurinol Mylan 300 mg tablet Mylan AB

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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Amiodarone Accord 30 mg/ml concentrate for solution for injection/infusion Accord Healthcare B.V.
Amorolfin ratiopharm 5% medicated nail lacquer ratiopharm GmbH
Atazanavir Accord 300 mg capsule, hard Accord Healthcare B.V.
Atazanavir Accord 200 mg capsule, hard Accord Healthcare B.V.
Betahistine Accord 24 mg tablet Accord Healthcare B.V.
Bosentan Orion 125 mg film-coated tablet Orion Corporation Orion Pharma
Bosentan Orion 62.5 mg film-coated tablet Orion Corporation Orion Pharma
Bupivacaine Accord 2.5 mg/ml solution for injection Accord Healthcare B.V.
Bupivacaine Accord 5 mg/ml solution for injection Accord Healthcare B.V.
Ceftriaxon Stragen 500 mg powder for solution for injection Stragen Nordic A/S
Ceftriaxon Stragen 149 powder for solution for injection Stragen Nordic A/S
Ceftriaxon Stragen 149 powder for solution for injection/infusion Stragen Nordic A/S
Cinacalcet Ratiopharm 90 mg film-coated tablet ratiopharm GmbH
Cinacalcet Ratiopharm 60 mg film-coated tablet ratiopharm GmbH
Cinacalcet Ratiopharm 30 mg film-coated tablet ratiopharm GmbH
Cyclophosphamide Accord 1000 mg powder for solution for injection/infusion Accord Healthcare B.V.
Cyclophosphamide Accord 500 mg powder for solution for injection/infusion Accord Healthcare B.V.
Differin 1 mg/g gel Orifarm Oy
Dutasteride/Tamsulosinhydrochlorid Accord 0.5mg/0.4mg capsule, hard Accord Healthcare B.V.
Euthoxin vet 500 mg/ml solution for injection Chanelle Pharmaceuticals Manufacturing Limited
GALLIMUNE 302 ND+IB+EDS emulsion for injection Boehringer Ingelheim Animal Health Nordics A/S
GALLIMUNE 303 ND+IB+ART emulsion for injection Boehringer Ingelheim Animal Health Nordics A/S
Glucadol 400 mg film-coated tablet Orifarm Healthcare A/S
Humatrope 24 mg powder and solvent for solution for injection Eli Lilly Finland Oy Ab
Humatrope 6 mg powder and solvent for solution for injection Eli Lilly Finland Oy Ab
Humatrope 12 mg powder and solvent for solution for injection Eli Lilly Finland Oy Ab
Kevesy 15 mg/ml solution for infusion Stragen Nordic A/S
Lenalidomid Zentiva 7.5mg capsule, hard Zentiva, k.s.
Leponex 100 mg tablet Paranova Oy
Levazyr 5mg film-coated tablet SanoSwiss UAB
Neurontin 300 mg capsule, hard Orifarm Oy
Neurontin 400 mg capsule, hard Orifarm Oy
Neurontin 600 mg film-coated tablet Paranova Oy
Nevirapine Accord 400 mg prolonged-release tablet Accord Healthcare B.V.
Nitro 10 mg / 24 tuntia transdermal patch Orion Corporation
Nitro 5 mg/ 24 tuntia transdermal patch Orion Corporation
Norocarp vet koiralle ja kissalle 50 mg/ml solution for injection Norbrook Laboratories (Ireland) Limited
Olmesartan Medoxomil/Hydrochlorothiazide Accord 20mg/25mg film-coated tablet Accord Healthcare B.V.
Olmesartan Medoxomil/Hydrochlorothiazide Accord 40 mg/25mg film-coated tablet Accord Healthcare B.V.

Olmesartan Medoxomil/Hydrochlorothiazide Accord 40mg/12.5mg film-coated tablet Accord Healthcare B.V.

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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Olmesartan Medoxomil/Hydrochlorothiazide Accord

20mg/12.5mg

film-coated tablet

Accord Healthcare B.V.

Retafyllin 300 mg prolonged-release tablet Orion Corporation

Rosuvastatin Accord 40 mg film-coated tablet Accord Healthcare B.V.

Rosuvastatin Accord 20 mg film-coated tablet Accord Healthcare B.V.

Sputolysin vet 5mg/g oral powder Boehringer Ingelheim Vetmedica GmbH
Tibelia 2.5mg tablet Novalon S.A

Tobramycin B. Braun 1 mg/ml solution for infusion B. Braun Melsungen AG

Topiramat Accord 50 mg film-coated tablet Accord Healthcare B.V.

Topiramat Accord 200 mg film-coated tablet Accord Healthcare B.V.

Topiramat Accord 100 mg film-coated tablet Accord Healthcare B.V.

Tramadol/Paracetamol Accord
Zauton
Zauton

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.

37.5mg/325mg
5mg
10 mg

effervescent tablet
film-coated tablet
film-coated tablet

Accord Healthcare B.V.
SanoSwiss UAB
SanoSwiss UAB
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