Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/07/2024 - 31/07/2024

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Alprazolam Grindeks 0.25mg tablet Grindeks AS

Alprazolam Grindeks 0.5mg tablet Grindeks AS

Alprazolam Grindeks 1mg tablet Grindeks AS

Ampicillin/Sulbactam AptaPharma 19/0.5g powder for solution for injection/infusion Apta Medica Internacional d.o.o.
Ampicillin/Sulbactam AptaPharma 2g/1g powder for solution for injection/infusion Apta Medica Internacional d.o.o.

Apiclodem 2.5mg film-coated tablet Demo S.A.

Apiclodem 5mg film-coated tablet Demo S.A.

Apixaban Doc Generici 2.5mg film-coated tablet Doc Generici S.r.l.

Apixaban Doc Generici 5mg film-coated tablet Doc Generici S.r.l.

Apremilast ratiopharm 30 mg film-coated tablet TevaB.V.

Arilin 250 mg film-coated tablet Dr. August Wolff GmbH & Co. KG Arzneimittel
Arilin 500 mg film-coated tablet Dr. August Wolff GmbH & Co. KG Arzneimittel
Atarax 25mg film-coated tablet Orifarm Oy

Carmyne 40 mg solution for injection SERB S.A.

Clindamycin Kalceks 150 mg/ml solution for injection/infusion AS Kalceks

Dalbavancin Baxter 500 mg powder for concentrate for solution for infusion Baxter Holding B.V.

Defevix

Desmopressin Orion
Desmopressin Orion
Desmopressin Orion
Dexmedetomidine B. Braun
Dexmedetomidine B. Braun

72 microgram(s)

120 microgram(s)

240 microgram(s)

60 microgram(s)

4 microgram(s)/millilitre
8 microgram(s)/millilitre

capsule, soft
sublingual tablet
sublingual tablet
sublingual tablet
solution for infusion
solution for infusion

FAES FARMA, S.A.
Orion Corporation
Orion Corporation
Orion Corporation
B. Braun Melsungen AG
B. Braun Melsungen AG

Hevascol 480 mg I/ml solution for injection Guerbet

Lurasidone Accord 18.5mg film-coated tablet Accord Healthcare B.V.

Lurasidone Accord 37 mg film-coated tablet Accord Healthcare B.V.

Lurasidone Accord 74 mg film-coated tablet Accord Healthcare B.V.

Metypred 4 mg tablet Orion Corporation

Metypred 16 mg tablet Orion Corporation

Midazolam Aguettant 1 mg/ml solution for injection in pre-filled syringe Laboratoire Aguettant

Nilotinib STADA 150 mg capsule, hard STADA Arzneimittel AG

Nilotinib STADA 50 mg capsule, hard STADA Arzneimittel AG

Nilotinib STADA 200 mg capsule, hard STADA Arzneimittel AG

Nitrofurantoin PharmSol 100 mg capsule, hard PharmSol Europe Limited

Nitrofurantoin PharmSol 50 mg capsule, hard PharmSol Europe Limited

Pemetrexed SUN 9 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 11 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 10 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 5 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.

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 01/07/2024 - 31/07/2024

Tradename Strength Pharmaceutical form Marketing authorisation holder
Pemetrexed SUN 6 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 7 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 8 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 6.5 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 7.5 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pemetrexed SUN 8.5 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Pomalidomid Avansor 1mg capsule, hard Avansor Pharma Oy
Pomalidomid Avansor 2mg capsule, hard Avansor Pharma Oy
Pomalidomid Avansor 3mg capsule, hard Avansor Pharma Oy
Pomalidomid Avansor 4mg capsule, hard Avansor Pharma Oy
Pomalidomide Sandoz 3mg capsule, hard Sandoz A/S
Pomalidomide Sandoz 2mg capsule, hard Sandoz A/S
Pomalidomide Sandoz 1mg capsule, hard Sandoz A/S
Pomalidomide Sandoz 4 mg capsule, hard Sandoz A/S
Risedronat Sandoz 35mg film-coated tablet Orifarm Oy
Sedizin film-coated tablet Tilman S.A.

Simeticone Clinres Farmacija 240 mg capsule, soft CLINRES FARMACIJA raziskave d.o.o.

Sitagliptin/Metformin Zentiva ApS
Sitagliptin/Metformin Zentiva ApS
Ticagrelor Vivanta
Ticagrelor Vivanta
Tiotropium STADA

50 mg / 850 mg
50 mg / 1000 mg
60 mg

90 mg

18 microgram(s)

film-coated tablet
film-coated tablet
film-coated tablet
film-coated tablet
inhalation powder, hard capsule

Zentiva k.s.

Zentiva k.s.

Vivanta Generics s.r.o.
Vivanta Generics s.r.o.
STADA Arzneimittel AG

Cancelled authorisations

Buscopan
Cymevene

Dalacin
Dimetylfumarat Avansor
Litalgin

Litalgin

Maltofer

Maltofer

Nimbex Forte
Rivaroxaban Avansor
Rivaroxaban Avansor
Rivaroxaban Avansor
Rivaroxaban Avansor
Triplo

Vildagliptin Mylan

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.

20 mg/ml

500 mg

2%

240 mg

500 mg/ml + 2 mg/ml
500mg/5mg
100 mg

50 mg/ml

5 mg/ml
2.5mg

20 mg

10 mg

15mg

500 mg / 50 mg
50 mg

solution for injection

powder for concentrate for solution for infusion

vaginal cream
gastro-resistant capsule, hard
solution for injection

tablet

chewable tablet

oral drops, solution

solution for injection/infusion
film-coated tablet
film-coated tablet
film-coated tablet
film-coated tablet
effervescent tablet

tablet

Paranova Oy
Paranova Oy

Orifarm Oy

Avansor Pharma Oy
Takeda Oy

Takeda Oy

Vifor France

Vifor France

Aspen Pharma Trading Limited
Avansor Pharma Oy
Avansor Pharma Oy
Avansor Pharma Oy
Avansor Pharma Oy
Orifarm Generics A/S
Mylan AB
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