Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/05/2023 - 31/05/2023

Tradename

Strength

Pharmaceutical form

Marketing authorisation holder

Approved authorisations

Adapalene/Benzoyl peroxide Orifarm
Aitgrys

Aitgrys

CitraFleet

Dimethyl fumarate ratiopharm GmbH
Dimethyl fumarate ratiopharm GmbH
Divifarm

Flutista

Ibumax Lysin

Instillido

Lotorin

Macrosalb Medi-Radiopharma
Mepidental

Metformin Medical Valley
Metformin Medical Valley
Metformin Medical Valley
Milnocor

Molnex

Molnex

Mycophenolate mofetil Hexal
Mycophenolate mofetil Hexal

Otisur vet

Pethidine Macure
Propofol-Lipuro
Sugammadex Bioglan
Sugammadex Stada
Teriflunomide Orion
Thiotepa Fresenius Kabi
Thiotepa Fresenius Kabi
Vitofyllin

Vitofyllin

1Tmg/g+25mg/g
100 RI + 300 RI
300 Index of Reactivity

120 mg
240 mg
2000 1U

125 mikrog + 50 mikrog
/painallus

400 mg
20 mg/ml
50 mg/g
2.5mg
30 mg/ml
1000 mg
500 mg
750 mg

1 mg/ml
10 mg/ml
20 mg/ml
500 mg
250 mg

23.0 mg/ml + 5.0 mg/ml + 5500
1U/ml

50 mg/ml
5 mg/ml
100 mg/ml
100 mg/ml
14 mg
15mg

100 mg
100 mg

50 mg

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.

gel

sublingual tablet

sublingual tablet

oral solution

gastro-resistant capsule, hard
gastro-resistant capsule, hard
film-coated tablet

nasal spray, suspension

film-coated tablet

gel

cutaneous foam

kit for radiopharmaceutical preparation
solution for injection
prolonged-release tablet
prolonged-release tablet
prolonged-release tablet
solution for injection/infusion
solution for injection

solution for injection
film-coated tablet

capsule, hard

ear drops, suspension

solution for injection

emulsion for injection/infusion
solution for injection

solution for injection
film-coated tablet

powder for concentrate for solution for infusion
powder for concentrate for solution for infusion

film-coated tablet
film-coated tablet

Orifarm Healthcare A/S
Stallergenes
Stallergenes

Casen Recordati, S.L.
ratiopharm GmbH
ratiopharm GmbH
Orifarm Healthcare A/S

Viatris Limited

Vitabalans Oy
Farco-Pharma GmbH
loulia And Irene Tsetis Pharmaceutical Laboratories S.A.
Medi-Radiopharma Ltd.
Inibsa Dental S.L.
Medical Valley Invest AB
Medical Valley Invest AB
Medical Valley Invest AB
Orifarm Oy

Kalceks AS

Kalceks AS

Hexal A/S

Hexal A/S

Chanelle Pharmaceuticals Manufacturing Limited

Macure Pharma ApS

2care4 ApS

Bioglan Ab

Stada Arzneimittel AG

Orion Corporation

Fresenius Kabi Ab

Fresenius Kabi Ab

Wirtschaftsgenossenschaft deutscher Tieraerzte eG
Wirtschaftsgenossenschaft deutscher Tieraerzte eG



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/05/2023 - 31/05/2023

Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Betoptic S 2.5 mg/ml eye drops, suspension in single-dose container Immedica Pharma AB
Bosentan Accord 125 mg film-coated tablet Paranova Oy
Dilmin 120 mg prolonged-release tablet ratiopharm GmbH
Dimazon vet 50 mg/ml solution for injection Intervet International B.V.
Engemycin 25 mg/ml cutaneous spray, suspension Intervet International B.V.
Gammanorm 165 mg/ml solution for injection Octapharma Ab
Octafil Low 100 IU/ml powder and solvent for solution for injection Octapharma AB
Pimafucort 10 mg/g+3.5mg/g+10mg/g cream Paranova Oy
Rivaroxaban Reddy 20 mg film-coated tablet Reddy Holding GmbH
Rivaroxaban Reddy 2.5mg film-coated tablet Reddy Holding GmbH
Rivaroxaban Reddy 15mg film-coated tablet Reddy Holding GmbH
Rivaroxaban Reddy 10 mg film-coated tablet Reddy Holding GmbH
Rymphysia 500 mg powder and solvent for solution for infusion Takeda Manufacturing Austria AG
Rymphysia 1000 mg powder and solvent for solution for infusion Takeda Manufacturing Austria AG
Sumatriptan Sandoz 50 mg film-coated tablet Paranova Oy
Uromitexan 400 mg film-coated tablet Paranova Oy
Uromitexan 600 mg film-coated tablet Paranova Oy
Volulyte 60 mg/ml solution for infusion Fresenius Kabi Ab
Voluven 100 mg/ml solution for infusion Fresenius Kabi Ab
Voluven 60 mg/ml solution for infusion Fresenius Kabi Ab
Voxra 300 mg modified-release 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.
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