Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/12/2021 - 31/12/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 5mg/160 mg/25mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 5mg/160 mg/12.5 mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 10mg /160 mg/12.5mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 10 mg/ 160 mg /25 mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 10 mg /320 mg /25 mg film-coated tablet Mylan AB

Fineria

Fineria

Fineria

Flixotide Diskus
Fluconazol Vitabalans
Golpimec

Gonasi Set

Icatibant Stada
Lenalidomide Grindeks
Lenalidomide Grindeks
Lenalidomide Grindeks
Lenalidomide Grindeks
Lenalidomide Grindeks
Lenalidomide Grindeks
Lenalidomide Grindeks
Levosimendan Carinopharm
Loperamide Tenshi
Sitagliptin Zentiva
Sitagliptin Zentiva
Sitagliptin Zentiva
SmofKabiven Nutribase
Spiriva

Spiriva Respimat
Tribovax vet.

25mg
50 mg
100 mg
250 microg/dose
150 mg
0.5mg
5000 U
30mg
10 mg
2.5mg
5mg
7.5mg
15mg
25mg
20 mg
12.5 mg
2mg
25mg
100 mg
50 mg

18 microgram(s)
2.5 microgram(s)

film-coated tablet

film-coated tablet

film-coated tablet

inhalation powder, pre-dispensed

tablet

capsule, hard

powder and solvent for solution for injection
solution for injection in pre-filled syringe
capsule, hard

capsule, hard

capsule, hard

capsule, hard

capsule, hard

capsule, hard

capsule, hard

powder for concentrate for solution for infusion
oral lyophilisate

film-coated tablet

film-coated tablet

film-coated tablet

emulsion for infusion

inhalation powder, hard capsule
inhalation solution

suspension for injection

Medical Pharmaquality SA
Medical Pharmaquality SA
Medical Pharmaquality SA
Abacus Medicine A/S
Vitabalans Oy
Neuraxpharm Sweden AB
IBSA Farmaceutici ltalia S.r.|
STADA Arzneimittel AG
As Grindex

As Grindex

As Grindex

As Grindex

As Grindex

As Grindex

As Grindex

Carinopharm GmbH
Tenshi Kaizen B.V.
Zentiva, k.s.

Zentiva, k.s.

Zentiva, k.s.

Fresenius Kabi Ab

Abacus Medicine A/S
Paranova Oy

Intervet International B.V.

Ursosan 400 mg film-coated tablet Pro.Med.Cs Praha a.s.
Cancelled authorisations

Alendronat Bluefish 70 mg tablet Bluefish Pharmaceuticals AB
Bloocon 10 mg/ml eye drops, suspension SanoSwiss UAB

Bortezomib Krka 1mg powder for solution for injection KRKA, d.d., Novo mesto
Cefuroxim B. Braun 750 mg powder and solvent for solution for infusion B. Braun Melsungen AG
Cefuroxim B. Braun 159 powder and solvent for solution for infusion B. Braun Melsungen AG

Codesan Comp

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.

oral solution

Takeda Oy
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Tradename Strength Pharmaceutical form Marketing authorisation holder
Coldrex tablet Perrigo Sverige AB
Coxiloc 60 mg film-coated tablet Avansor Pharma Oy
Coxiloc 90 mg film-coated tablet Avansor Pharma Oy
Coxiloc 120 mg film-coated tablet Avansor Pharma Oy
Coxiloc 30 mg film-coated tablet Avansor Pharma Oy
Dutasterid/Tamsulosin Krka 0.5mg/0.4mg capsule, hard KRKA, d.d., Novo mesto
Dutasteride Accord 0.5mg capsule, soft Accord Healthcare B.V.
Edipren 40 mg /20 mg prolonged-release tablet Acino AG
Edipren 5mg/2.5mg prolonged-release tablet Acino AG
Edipren 20mg/ 10 mg prolonged-release tablet Acino AG
Edipren 10 mg/5mg prolonged-release tablet Acino AG
Eprex 4000 IU/ml solution for injection in pre-filled syringe Janssen-Cilag Oy
Eprex 10000 IU/ml solution for injection in pre-filled syringe Janssen-Cilag Oy
Eprex 2000 IU/ml solution for injection in pre-filled syringe Janssen-Cilag Oy
Eprex 40000 IU/ml solution for injection in pre-filled syringe Janssen-Cilag Oy
Felodipin Ratiopharm 5mg prolonged-release tablet Orifarm Oy
Flimabend vet 100 mg/g suspension for use in drinking water KRKA, d.d., Novo mesto
Gefitinib Orion 250 mg film-coated tablet Orion Corporation
Influvac 15 mikrog HA / 0.5 ml suspension for injection in pre-filled syringe Mylan Healthcare B.V.
Ivomec Vet 6 mg/g premix for medicated feed Boehringer Ingelheim Animal Health Nordics A/S
Lamisil Dermgel 1% gel Paranova Oy
Lescol Depot 80 mg prolonged-release tablet Paranova Oy
Letrozole Bluefish 2.5mg film-coated tablet Bluefish Pharmaceuticals AB
Litalgin 19/10mg suppository Takeda Oy
Marfloquin vet 20 mg/ml solution for injection KRKA, d.d., Novo mesto
Neurontin 600 mg film-coated tablet 2care4 ApS
Nicotinell 21 mg/ 24 tuntia transdermal patch Paranova Oy
Norditropin Simplexx 15mg/1.5ml solution for injection in cartridge Novo Nordisk A/S
Norditropin Simplexx 5mg/1.5ml solution for injection in cartridge Novo Nordisk A/S
Norditropin Simplexx 10mg/1.5ml solution for injection in cartridge Novo Nordisk A/S
Noritren 25mg film-coated tablet Orifarm Oy
Noviana film-coated tablet Novo Nordisk A/S
Ondansetron Bluefish 8 mg film-coated tablet Bluefish Pharmaceuticals AB
Ondansetron Bluefish 4 mg film-coated tablet Bluefish Pharmaceuticals AB
Oxycodone/Naloxone Acino 5mg/2.5mg prolonged-release tablet Acino AG
Oxycodone/Naloxone Acino 40 mg /20 mg prolonged-release tablet Acino AG
Oxycodone/Naloxone Acino 20mg/ 10 mg prolonged-release tablet Acino AG
Oxycodone/Naloxone Acino 10 mg/5mg prolonged-release tablet Acino AG
Oxyswiss Depot 15mg prolonged-release tablet SanoSwiss UAB
Oxyswiss Depot 60 mg prolonged-release tablet SanoSwiss UAB

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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Tradename Strength Pharmaceutical form Marketing authorisation holder
Oxyswiss Depot 80 mg prolonged-release tablet SanoSwiss UAB
Oxyswiss Depot 30 mg prolonged-release tablet SanoSwiss UAB
Preamlessa 5.7mg/5mg tablet KRKA, d.d., Novo mesto
Preamlessa 2.85mg/2.5mg tablet KRKA, d.d., Novo mesto
Risperidon Krka 3mg orodispersible tablet KRKA Sverige AB
Risperidon Krka 4 mg orodispersible tablet KRKA Sverige AB

powder and solvent for prolonged-release suspension for

Salvacyl 11.25mg N Institut Produits Synthese (IPSEN) AB
injection

Seasonique ;Sigrr:;krog/% mikrog +10 film-coated tablet Theramex Ireland Limited

Sedaman Vet 200 mg/ml solution for injection Orion Corporation

Seloken 1 mg/ml solution for injection 2care4 ApS

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

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

Simvastatin Bluefish 20 mg film-coated tablet Bluefish Pharmaceuticals AB

Spironolactone Mylan 50 mg film-coated tablet Mylan AB

Spironolactone Mylan 100 mg film-coated tablet Mylan AB

Spironolactone Mylan 25mg film-coated tablet Mylan AB

Tenofovir Disoproxil Orion 245 mg film-coated tablet Orion Corporation

Testim 50 mg/dose transdermal gel Institut Produits Synthese (IPSEN) AB

Tibolon Aristo 2.5mg tablet Aristo Pharma GmbH

Tramadin 50 mg capsule, hard ratiopharm GmbH

Valaciclovir Bluefish 500 mg film-coated tablet Bluefish Pharmaceuticals AB

Vancomycin Orion 500 mg powder for concentrate for solution for infusion Orion Corporation

Vancomycin Orion 1000 mg powder for concentrate for solution for infusion Orion Corporation

Vaprino 100 mg capsule, hard Sanofi 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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