Approved and cancelled marketing authorisations, parallel import authorisations and registrations

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

Tradename

Strength

Pharmaceutical form

Marketing authorisation holder

Approved authorisations

Alfacalcidol Pharma scientific
Alfacalcidol Pharma scientific
Alfacalcidol Pharma scientific
Bimatoprost Pharmabide
Bortezomib Baxter

Bortezomib EVER Pharma
Cabazitaxel Medical Valley
Dexametason Abcur

Dophexine

Duloxetine Krka

Fingolimod Tillomed

Flixotide Diskus

Gastazole vet

Gaxenim

Icatibant Aguettant
Levodopa/Benserazide Owlpharma
Levosimendan Amdipharm
Mektix vet

Mektix vet

Methylphenidate STADA
Methylphenidate STADA
Methylphenidate STADA
Methylphenidate STADA
Sitagliptin/Metformin ratiopharm
Sitagliptin/Metformin ratiopharm

0.5 microgram(s)
1 microgram(s)
0.25 microgram(s)
0.3 mg/ml
3.5mg

2.5 mg/ml
60mg/1,5ml

4 mg

20 mg/g

30 mg

0.5mg

250 microg/dose
370 mg/g

0.5mg

30mg

100 mg/25mg
2.5 mg/ml
12,5mg/ 125 mg
2,5mg/25mg
18 mg

27 mg

36 mg

54 mg

50 mg/ 1000 mg
50 mg / 850 mg

capsule, soft

capsule, soft

capsule, soft

eye drops, solution in single-dose container
powder for solution for injection
solution for injection

concentrate and solvent for solution for infusion
tablet

powder for use in drinking water/milk
gastro-resistant capsule, hard

capsule, hard

inhalation powder, pre-dispensed

oral paste

capsule, hard

solution for injection in pre-filled syringe
tablet

concentrate for solution for infusion
film-coated tablet

film-coated tablet

prolonged-release tablet
prolonged-release tablet
prolonged-release tablet
prolonged-release tablet

film-coated tablet

film-coated tablet

Pharma scientific research s.r.o.
Pharma scientific research s.r.o.
Pharma scientific research s.r.o.
Pharmabide Ltd

Baxter Holding B.V.

EVER Valinject GmbH

Medical Valley Invest AB
Orifarm Oy

Dopharma Research B.V.
Paranova Oy

Tillomed Pharma GmbH
Paranova Oy

Chanelle Pharmaceuticals Manufacturing Ltd
Bausch Health Ireland Limited
Laboratoire Aguettant
Owlpharma Consulting LDA
Amdipharm Limited

KRKA, d.d., Novo mesto

KRKA, d.d., Novo mesto

STADA Arzneimittel AG

STADA Arzneimittel AG

STADA Arzneimittel AG

STADA Arzneimittel AG
ratiopharm GmbH

ratiopharm GmbH

Tafluprost Santen 15 microgram(s)/millilitre eye drops, solution in single-dose container Santen Oy

Treprostinil Reddy 1 mg/ml solution for infusion Reddy Holding GmbH
Treprostinil Reddy 2.5 mg/ml solution for infusion Reddy Holding GmbH
Treprostinil Reddy 5 mg/ml solution for infusion Reddy Holding GmbH
Treprostinil Reddy 10 mg/ml solution for infusion Reddy Holding GmbH
Cancelled authorisations

Amlodipin Bluefish 10 mg tablet Bluefish Pharmaceuticals AB
Amlodipin Bluefish 5mg tablet Bluefish Pharmaceuticals AB
Atenblock 100 mg film-coated tablet Paranova Oy

Betnovat Scalp 1 mg/ml cutaneous solution Paranova Oy

Bicalutamide Bluefish 150 mg film-coated tablet Bluefish Pharmaceuticals AB
Bicalutamide Bluefish 50 mg film-coated tablet Bluefish Pharmaceuticals AB

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.



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/01/2022 - 31/01/2022

Tradename Strength Pharmaceutical form Marketing authorisation holder
Bosentan Actavis 125 mg film-coated tablet Orifarm Oy
Caprilon 100 mg/ml solution for injection Takeda Oy
Clopidogrel Accord 75mg film-coated tablet Accord Healthcare B.V.
Creon 10 000 gastro-resistant capsule, hard Paranova Oy
Curbisal capsule, soft Pharbio Medical International AB
Edronax 4 mg tablet Pfizer Oy
Esmocard 10 mg/ml solution for injection Orpha-Devel Handels und Vertriebs GmbH

Flutiform K-Haler
Flutiform K-Haler
Hipeksal

Hyalgan

Ictady

Lipcut

Marfloquin vet
Metalax
Ondansetron Bluefish
Ondansetron Bluefish
Palexia

Palexia

Palexia

Palexia

Palexia

Palexia Depot
Palexia Depot
Palexia Depot
Palexia Depot
Palexia Depot
Palexia Depot
Pimafucort
Venlafaxine Bluefish
Venlafaxine Bluefish
Zofran

Zoviduo

50 mikrog / 5 mikrog / annos
125 mikrog / 5 mikrog / annos

19

245mg
40 mg
100 mg/ml
10 mg

4 mg

8 mg

75 mg

50 mg
100 mg
4 mg/ml
20 mg/ml
100 mg
150 mg
200 mg
250 mg
50 mg
25mg

150 mg

75 mg

16 mg

50 mg/g + 10 mg/g

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.

pressurised inhalation, suspension
pressurised inhalation, suspension
film-coated tablet

solution for injection
film-coated tablet

film-coated tablet

solution for injection
suppository

orodispersible tablet
orodispersible tablet
film-coated tablet

film-coated tablet

film-coated tablet

oral solution

oral solution

prolonged-release tablet
prolonged-release tablet
prolonged-release tablet
prolonged-release tablet
prolonged-release tablet
prolonged-release tablet
ointment

prolonged-release capsule, hard
prolonged-release capsule, hard
suppository

cream

Mundipharma Oy
Mundipharma Oy

Takeda Oy

Takeda Oy

SanoSwiss UAB

Paranova Oy

KRKA, d.d., Novo mesto
Takeda Oy

Bluefish Pharmaceuticals AB
Bluefish Pharmaceuticals AB
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH
Griinenthal GmbH

Paranova Oy

Bluefish Pharmaceuticals AB
Bluefish Pharmaceuticals AB
Novartis Finland Oy
Paranova Oy
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