Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/08/2024 - 31/08/2024

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Alutard SQ 802 Ampiaisen myrkky (Vespula spp.), hyonteismyrkyt suspension for injection ALK-Abello A/S
Aporiak 5mg film-coated tablet Egis Pharmaceuticals PLC
Aporiak 2.5mg film-coated tablet Egis Pharmaceuticals PLC
Cardioplexol solution for cardioplegia MIT Gesundheit GmbH
Cepedol Vet 120 mg chewable tablet CP-Pharma Handelsgesellschaft mbH
Cepedol Vet 20 mg chewable tablet CP-Pharma Handelsgesellschaft mbH
Cepedol Vet 80 mg chewable tablet CP-Pharma Handelsgesellschaft mbH
Cepedol Vet 50 mg chewable tablet CP-Pharma Handelsgesellschaft mbH

Cetraxal Comp

3 mg/ml + 0.25 mg/ml

ear drops, solution

Paranova Oy

Cohemin 1 mg/ml solution for injection Orion Corporation

Cristalmina 10 mg/ml cutaneous spray, solution Laboratorios Salvat S.A.
Dimethyl fumarate 1A Farma 120 mg gastro-resistant capsule, hard 1A Farma A/S

Dimethyl fumarate 1A Farma 240 mg gastro-resistant capsule, hard 1A Farma A/S

Dimforda 120 mg gastro-resistant capsule, hard Bausch Health Ireland Limited
Dimforda 240 mg gastro-resistant capsule, hard Bausch Health Ireland Limited
Divigel 1mg Transdermal gel in sachet Orion Corporation
Enzalutamide STADA 40 mg film-coated tablet STADA Arzneimittel AG
Enzalutamide STADA 80 mg film-coated tablet STADA Arzneimittel AG
Femke 30 mg film-coated tablet Orifarm Oy

Lacosamide Strides 10 mg/ml syrup Strides Nordic ApS

Latanoprost Stada
Latanoprost Yonsung

50 microgram(s)/millilitre
50 microgram(s)/millilitre

eye drops, solution in single-dose container
eye drops, solution in single-dose container

STADA Arzneimittel AG
Yonsung GmbH

Lexaliz Adult 20 mg capsule, hard Orion Corporation

Lexaliz Adult 70 mg capsule, hard Orion Corporation

Lexaliz Adult 30 mg capsule, hard Orion Corporation

Lexaliz Adult 60 mg capsule, hard Orion Corporation

Lexaliz Adult 40 mg capsule, hard Orion Corporation

Lexaliz Adult 50 mg capsule, hard Orion Corporation

Meriofert 751U powder and solvent for solution for injection IBSA Farmaceutici Italia S.r.|
Meriofert 150 1U powder and solvent for solution for injection IBSA Farmaceutici Italia S.r.|
Pazopanib Accord 200 mg film-coated tablet Accord Healthcare B.V.
Pazopanib Accord 400 mg film-coated tablet Accord Healthcare B.V.
Pazopanib Glenmark 200 mg film-coated tablet Glenmark Arzneimittel GmbH
Pazopanib Glenmark 400 mg film-coated tablet Glenmark Arzneimittel GmbH
Pemetrexed Glenmark 100 mg powder for concentrate for solution for infusion Glenmark Arzneimittel GmbH
Pemetrexed Glenmark 500 mg powder for concentrate for solution for infusion Glenmark Arzneimittel GmbH
Pentamidine Tillomed 300 mg Powder for solution for injection/infusion or powder for Tillomed Pharma GmbH

nebuliser solution

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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Pirfenidon Cipla 801 mg film-coated tablet Cipla Europe NV
Pirfenidon Cipla 267 mg film-coated tablet Cipla Europe NV
Pomalidomide Glenmark 4 mg capsule, hard Glenmark Arzneimittel GmbH
Pomalidomide Glenmark 1mg capsule, hard Glenmark Arzneimittel GmbH
Pomalidomide Glenmark 3mg capsule, hard Glenmark Arzneimittel GmbH
Pomalidomide Glenmark 2mg capsule, hard Glenmark Arzneimittel GmbH
Sebuss 5mg film-coated tablet Pharmascience International Limited
Sebuss 2.5mg film-coated tablet Pharmascience International Limited
Sislaf 2.5mg film-coated tablet Glenmark Pharmaceuticals s.r.o.
Sislaf 5mg film-coated tablet Glenmark Pharmaceuticals s.r.o.
Stiripentol Billev 500 mg Powder for oral suspension in sachet Billev Pharma ApS
Stiripentol Billev 250 mg capsule, hard Billev Pharma ApS
Stiripentol Billev 500 mg capsule, hard Billev Pharma ApS
Stiripentol Billev 250 mg Powder for oral suspension in sachet Billev Pharma ApS

Thyrocep Vet

Thyrocep Vet

Thyrocep Vet

Thyrocep Vet

Ticagrelor Holsten
Ticagrelor Holsten
Trevicopto

Zeltacin

Zoledronic acid SUN Pharma

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.

400 microgram(s)
800 microgram(s)
200 microgram(s)
600 microgram(s)
60 mg
90 mg

40 microgram(s)/millilitre

100 mg/ml
5mg/ 100 ml

tablet
tablet
tablet
tablet
film-coated tablet
film-coated tablet

eye drops, solution in single-dose container

solution for injection/infusion
solution for infusion

CP-Pharma Handelsgesellschaft mbH

CP-Pharma Handelsgesellschaft mbH

CP-Pharma Handelsgesellschaft mbH

CP-Pharma Handelsgesellschaft mbH

Holsten Pharma GmbH

Holsten Pharma GmbH

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
Macure Pharma ApS

Sun Pharmaceutical Industries Europe B.V.
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Cancelled authorisations

Amlodipine/Valsartan/Hydrochlorothiazide Mylan 5mg/160mg/12.5 mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 10mg/160mg/12.5mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 5mg/160 mg/25mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 10 mg /320 mg/ 25 mg film-coated tablet Mylan AB
Amlodipine/Valsartan/Hydrochlorothiazide Mylan 10 mg/ 160 mg /25 mg film-coated tablet Mylan AB
Axondore 5 mg/ml solution for injection 2care4 ApS
Bortib 3.5mg powder for solution for injection Orion Corporation
Desloratadin Mylan 5mg film-coated tablet Mylan AB
Desloratadine Sopharma 0.5 mg/ml oral solution Sopharma AD
Diflucan 40 mg/ml powder for oral suspension Orifarm Oy
Elvanse 50 mg capsule, hard Orifarm Oy
Elvanse Adult 70 mg capsule, hard Orifarm Oy
Glucos Fresenius Kabi 100 mg/ml solution for infusion Fresenius Kabi AB
Heparin Leo 100 IU/ml solution for injection Orifarm Oy
Ibuprofen Zentiva 400 mg film-coated tablet Zentiva, k.s.
Ibuprofen Zentiva 600 mg film-coated tablet Zentiva, k.s.
Ibuprofen Zentiva 800 mg film-coated tablet Zentiva, k.s.
Meloxicam Orion 15mg tablet Orion Corporation
Naproxen Mylan 500 mg tablet Mylan AB
Noradrenalin Pfizer 1 mg/ml concentrate for solution for infusion Pfizer Oy
Pentoxin 400 mg prolonged-release tablet ratiopharm GmbH
Primperan 10 mg tablet Sanofi Oy
Prograf 5mg capsule, hard Orifarm Oy
Risperidone Stada 0.5mg film-coated 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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