Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/12/2022 - 31/12/2022

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Ambrisentan Accord 10 mg film-coated tablet Paranova Oy

Ampitar 1g powder for solution for injection/infusion Tarchomlnskle Zaklady Farmaceutyczne ,Polfa” Spétka
Akcyjna

Ampitar 29 powder for solution for injection/infusion Tarchomlnskle Zaktady Farmaceutyczne ,Polfa” Spotka
Akcyjna

Blomensy 15mg film-coated tablet Egis Pharmaceuticals PLC

Blomensy 20 mg film-coated tablet Egis Pharmaceuticals PLC

Blomensy 10 mg film-coated tablet Egis Pharmaceuticals PLC

Blomensy 2.5mg film-coated tablet Egis Pharmaceuticals PLC

Bupropion Accord 150 mg modified-release tablet Accord Healthcare B.V.

Carbidopa/Levodopa Orion
Carbidopa/Levodopa Orion
Ceftriaxone Kalceks
Ceftriaxone Kalceks
DUOMYXIN
Dexacortone vet
Dexacortone vet
Elvanse Adult

Elvanse Adult

Elvanse Adult
Enoxaparin Ledraxen
Enoxaparin Ledraxen
Enoxaparin Ledraxen
Enoxaparin Ledraxen
Enoxaparin Ledraxen
Gabapentin Strides
Gabapentin Strides
Gabapentin Strides
Ivermectine ratiopharm
Kaliumklorid Sandoz
Letybo

Merocarb

Metformin ratiopharm
Metformin ratiopharm
Metformin ratiopharm
Natriumklorid Abboxia
Pantadexa

Pirfenidone Vivanta

The Finnish Medicines Agency Fimea makes every effort to ensure that the information is accurate and up to date, but individual errors can occur.

12.5mg/ 50 mg

25mg/ 100 mg

19

29

3400 1U/ml / 10000 IU/ml
2mg

0.5mg

60 mg

20 mg

40 mg

2000 IU (20 mg) / 0.2 ml
8000 IU (80 mg) / 0.8 ml

10000 IU (100 mg) / 1 ml
4000 IU (40mg) / 0.4 ml

6000 IU (60 mg) / 0.6 ml

100 mg

300 mg

400 mg

3mg

19

50U

500 mg

500 mg

850 mg

1000 mg

500 mg

5mg/ml

801 mg

The information contained in the document is based on the applicant's notification and the situation at the time of submitting the document.

tablet

tablet

powder for solution for injection/infusion
powder for solution for injection/infusion
eye drops, powder and solvent for solution
chewable tablet

chewable tablet

capsule, hard

capsule, hard

capsule, hard

solution for injection in pre-filled syringe
solution for injection in pre-filled syringe
solution for injection in pre-filled syringe
solution for injection in pre-filled syringe
solution for injection in pre-filled syringe
capsule, hard

capsule, hard

capsule, hard

tablet

prolonged-release tablet

powder for solution for injection

powder for solution for injection/infusion
film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

solution for injection/infusion
film-coated tablet

Orion Corporation

Orion Corporation

AS Kalceks

AS Kalceks

Domes Pharma

Le Vet. Beheer B.V.

Le Vet. Beheer B.V.

Takeda Pharmaceuticals International AG Ireland Branch
Takeda Pharmaceuticals International AG Ireland Branch
Takeda Pharmaceuticals International AG Ireland Branch
Venipharm

Venipharm

Venipharm

Venipharm

Venipharm

Strides Pharma (Cyprus) Limited

Strides Pharma (Cyprus) Limited

Strides Pharma (Cyprus) Limited

Teva B.V.

Sandoz A/S

Croma-Pharma GmbH

Antibiotice SA

Teva B.V.

Teva B.V.

TevaB.V.

Abboxia AB

Pharmexon Consulting SRO

Vivanta Generics s.r.o.



Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/12/2022 - 31/12/2022

Tradename Strength Pharmaceutical form Marketing authorisation holder
Pirfenidone Vivanta 267 mg film-coated tablet Vivanta Generics s.r.o.
Teriflunomide STADA 14 mg film-coated tablet Stada Arzneimittel AG
Tigecycline Eql Pharma 50 mg powder for solution for infusion EQL Pharma AB
Timosan 1mg/g eye gel in single-dose container Orifarm Oy
Xabogard 50 mg/ml solution for injection/infusion Sandoz A/S
Cancelled authorisations
Androcur 50 mg tablet Orifarm Oy
Apurin Sandoz 300 mg tablet Paranova Oy
Ardinex 400 mg / 30 mg film-coated tablet Paranova Oy
Atovaquone Glenmark 150 mg/ml oral suspension Glenmark Arzneimittel GmbH
Betadine 75 mg/ml solution for washing Orifarm Healthcare A/S
Bonefos 400 mg capsule, hard Bayer Oy
Bonefos 800 mg film-coated tablet Bayer Oy
Canesten Kombi cream + vaginal tablet Paranova Oy
Cinacalcet Accord 30 mg film-coated tablet Paranova Oy
Donepezil Accord 5mg film-coated tablet Accord Healthcare B.V.
Donepezil Accord 10 mg film-coated tablet Accord Healthcare B.V.
Emtricitabine/Tenofovir disoproxil Accord 200 mg/ 245 mg film-coated tablet Accord Healthcare B.V.

Femonia

Formatris Novolizer
Formatris Novolizer
Fragmin
Lamivudine/Zidovudine Accord
Lisinopril Ratiopharm
Methylprednisolone Orion
Methylprednisolone Orion
Methylprednisolone Orion
Olmetec

Olmetec

Olmetec

Olmetec Plus

Olmetec Plus

Olmetec Plus

Olmetec Plus

Omeprazol SanoSwiss
PRID alpha

Paraceon

Pevisone

Pimafucort

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.

12 microg/dose
6 microg/dose
10000 IU/ml

150 mg / 300 mg
10 mg

125mg

500 mg

1000 mg

10 mg

20 mg

40 mg
40mg/25mg
20mg/25mg
40mg/12.5mg
20mg/12.5mg
10 mg

1.55¢g

500 mg

1 mg/g + 10 mg/g

film-coated tablet

inhalation powder

inhalation powder

solution for injection
film-coated tablet

tablet

powder for solution for injection
powder for solution for injection
powder for solution for injection
film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet
gastro-resistant capsule, hard
vaginal delivery system
suppository

cream

cream

Florealis ehf.

Viatris Oy

Viatris Oy

Pfizer Oy

Accord Healthcare B.V.
Paranova Oy

Orion Corporation

Orion Corporation

Orion Corporation

Daiichi Sankyo Europe GmbH
Daiichi Sankyo Europe GmbH
Daiichi Sankyo Europe GmbH
Daiichi Sankyo Europe GmbH
Daiichi Sankyo Europe GmbH
Daiichi Sankyo Europe GmbH
Daiichi Sankyo Europe GmbH
SanoSwiss UAB

Ceva Santé Animale

Oy Verman Ab

Paranova Oy

Leo Pharma A/S
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Posaconazole Mylan 100 mg gastro-resistant tablet Mylan AB
Sevikar 20mg/5mg film-coated tablet Daiichi Sankyo Europe GmbH
Sevikar 40 mg/5mg film-coated tablet Daiichi Sankyo Europe GmbH
Sevikar 40mg /10 mg film-coated tablet Daiichi Sankyo Europe GmbH
Simvastatin Ratiopharm 80 mg film-coated tablet Paranova Oy
Singulair-AR 10 mg film-coated tablet N.V. Organon
Singulair-AR 5mg chewable tablet N.V. Organon
Singulair-AR 4 mg chewable tablet N.V. Organon
Stemflova 1mg powder and solvent for solution for injection Alliance Pharma (Ireland) Ltd
Suvaxyn Parvo/E-Amphigen emulsion for injection Zoetis Animal Health ApS
Syncrostim 500 IU powder and solvent for solution for injection Ceva Santé Animale
Tenofovir disoproxil Accord 245 mg film-coated tablet Accord Healthcare B.V.
Tramal Retard 200 mg prolonged-release tablet Paranova Oy
Tramal Retard 100 mg prolonged-release tablet Paranova Oy
Ultracain D-Suprarenin 40 mg/ml + 5 mikrog/ml solution for injection Sanofi Oy
Vardenafil Sanoswiss 10 mg tablet SanoSwiss UAB
Vardenafil Sanoswiss 5mg 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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