Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/03/2021 - 31/03/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Andatin 500 mg / 500 mg powder for solution for infusion Macure Pharma ApS

Calcipotriol/Betamethasone Sandoz
Caspofungin STADA
Caspofungin STADA
Daptomycin BE Pharma
Daptomycin BE Pharma
Deferasirox Orifarm
Deferasirox Orifarm
Deferasirox Orifarm

Feiba

Fingolimod Orion

Flurhin

Formoterol Easyhaler
Fucidin

Isotracin

Isotracin

Kaliumklorid Orifarm
Mercilon

Mesalazin Orion
Metronivet

Metronivet

Metronivet

Nix

Sandimmun Neoral
Sitagliptin Sandoz
Sitagliptin Sandoz
Sitagliptin Sandoz
Sitagliptin/Metformin Krka
Sitagliptin/Metformin Krka

50/ 500 mikrog/g
70 mg

50 mg

500 mg

350 mg

360 mg

90 mg

180 mg

50 U/ml

0.5mg

50 microg/dose
12 microg/dose
2%

10 mg

20 mg

19

1000 mg

500 mg

250 mg

1000 mg

5%

100 mg/ml

100 mg

50 mg

25mg

50 mg/ 1000 mg
50 mg / 850 mg

ointment

powder for concentrate for solution for infusion
powder for concentrate for solution for infusion
powder for solution for injection/infusion
powder for solution for injection/infusion
film-coated tablet

film-coated tablet

film-coated tablet

powder and solvent for solution for infusion
capsule, hard

nasal spray, suspension

inhalation powder

cream

capsule, soft

capsule, soft

prolonged-release tablet

tablet

gastro-resistant tablet

tablet

tablet

tablet

cream

oral solution

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

Sandoz A/S

STADA Arzneimittel AG

STADA Arzneimittel AG

BE Pharma B.V.

BE Pharma B.V.

Orifarm Generics A/S

Orifarm Generics A/S

Orifarm Generics A/S

Abacus Medicine A/S

Orion Corporation

2care4 ApS

Paranova Oy

Orifarm Oy

2Care4 Generics ApS

2Care4 Generics ApS

Orifarm Generics A/S

Abacus Medicine A/S

FAES FARMA, S.A.

CP-Pharma Handelsgesellschaft mbH
CP-Pharma Handelsgesellschaft mbH
CP-Pharma Handelsgesellschaft mbH
Paranova Oy

Abacus Medicine A/S

Sandoz A/S

Sandoz A/S

Sandoz A/S

KRKA, d.d., Novo mesto

KRKA, d.d., Novo mesto

Solu-Medrol 149 powder and solvent for solution for injection 2care4 ApS

Sorafenib Mylan 200 mg film-coated tablet Mylan AB

Synarela 200 microg/dose nasal spray, solution Paranova Oy

Ticagrelor Krka 60 mg film-coated tablet KRKA, d.d., Novo mesto
Ticagrelor Krka 90 mg film-coated tablet KRKA, d.d., Novo mesto
Tsefalen 50 mg/ml powder for oral suspension I.C.F. Srl Industria Chimica Fine
Cancelled authorisations

Abacavir/Lamivudin Mylan 600 mg / 300 mg film-coated tablet Paranova 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.



Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/03/2021 - 31/03/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Allopurinol Sandoz 300 mg tablet Sandoz A/S
Allopurinol Sandoz 100 mg tablet Sandoz A/S
Berocca Berries effervescent tablet Bayer Oy
Borocalcium Forte Vet solution for injection Orion Corporation
Borocalcium Vet solution for injection Orion Corporation
Cartexan 400 mg capsule, hard Orifarm Oy
Cetraxal Comp 3 mg/ml + 0.25 mg/ml ear drops, solution Orifarm Oy
Colifoam 100 mg/dose rectal foam Meda Oy
Divisun 800 IU tablet Paranova Oy
Felden 0.5% gel Paranova Oy
Heparin Leo 100 IU/ml solution for injection Paranova Oy
Lanrec 30 mg gastro-resistant capsule, hard KRKA, d.d., Novo mesto
Lanrec 15mg gastro-resistant capsule, hard KRKA, d.d., Novo mesto
Lercanidipin Hydrochlorid Actavis 20 mg film-coated tablet Paranova Oy
Lugesteron 400 mg vaginal capsule, soft Besins Healthcare Ireland Ltd.
Mega-Calcium 149 effervescent tablet Sandoz A/S
Mommox 1 mg/g ointment Sandoz A/S
Ondansetron Hexal 2 mg/ml solution for injection Hexal A/S
Orbeos 5mg chewable tablet Pfizer Oy
Orbeos 40 mg chewable tablet Pfizer Oy
Pemetrexed Avansor 100 mg powder for concentrate for solution for infusion Avansor Pharma Oy
Pemetrexed Avansor 1000 mg powder for concentrate for solution for infusion Avansor Pharma Oy
Pemetrexed Avansor 500 mg powder for concentrate for solution for infusion Avansor Pharma Oy
Pregabalin Stada 25mg capsule, hard STADA Arzneimittel AG
Pregabalin Stada 150 mg capsule, hard STADA Arzneimittel AG
Pregabalin Stada 225 mg capsule, hard STADA Arzneimittel AG
Pregabalin Stada 300 mg capsule, hard STADA Arzneimittel AG
Pregabalin Stada 75 mg capsule, hard STADA Arzneimittel AG
Risperidon Ratiopharm 2mg film-coated tablet Paranova Oy
Rumbabor 250 mg/ 100 mg film-coated tablet Sandoz A/S
Rumbabor 62.5mg/25mg film-coated tablet Sandoz A/S
Simvastatin Ratiopharm 10 mg film-coated tablet Paranova Oy
Solu-Medrol powder and solvent for solution for injection 2care4 ApS
Tamsufarm 0.4 mg modified-release capsule, hard Orifarm Oy
Tardak Vet 10 mg/ml suspension for injection Zoetis Finland Oy
Trineurin tablet Orion Corporation
Voriconazole Orion 50 mg film-coated tablet Orion Corporation
Voriconazole Orion 200 mg film-coated tablet Orion Corporation
Xatral Cr 10 mg prolonged-release tablet Paranova Oy
Zantac 15 mg/ml oral solution GlaxoSmithKline (Ireland) Limited

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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