Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/10/2020 - 31/10/2020

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Cabazitaxel Sandoz 10 mg/ml concentrate for solution for infusion Sandoz A/S

Creon 35 000
Dexmedetomidine B. Braun
Finasterid Ratiopharm
Fluorouracil Accord
Levetiracetam Sandoz
Metrovis

Metrovis

Metrovis

Nipruss

Olanzapin Ratiopharm
Oxycodone Substipharm
Oxycodone Substipharm
Paracetamol Billev
Paracetamol Billev

100 microg/ml
5 mg

50 mg/ml
500 mg
250 mg
100 mg
750 mg
60 mg
20 mg
10 mg/ml
50 mg/ml
500 mg
1000 mg

gastro-resistant capsule, hard
concentrate for solution for infusion
film-coated tablet

solution for injection/infusion
film-coated tablet

tablet

tablet

tablet

powder for solution for infusion
tablet

solution for injection/infusion
solution for injection/infusion
tablet

tablet

Paranova Oy

B. Braun Melsungen AG
Paranova Oy

Paranova Oy

Paranova Oy

LIVISTO Intl, S.L.

LIVISTO Intl, S.L.

LIVISTO Int'l, S.L.

@resund Pharma ApS
Paranova Oy

Substipharm

Substipharm

Billev Farmacija Vzhod d.o.o.
Billev Farmacija Vzhod d.o.o0.

Pepelia gastro-resistant capsule, soft Florealis ehf.
Taptigom 15 mikrog/ml + 5 eye drops, solution Santen Oy

mg/ml
Tullavis 25 mg/ml solution for injection LIVISTO Intl, S.L.
Tullavis 100 mg/ml solution for injection LIVISTO Int'l, S.L.
Cancelled authorisations
Atrodual nebuliser solution Paranova Oy
Berocca Exotic effervescent tablet Bayer Oy
Betahistin Orion 8 mg tablet Orion Corporation
Betahistin Orion 16 mg tablet Orion Corporation
Betahistin Orion 24 mg tablet Orion Corporation
Bronwel lozenge Kwizda Pharma GmbH
Cleodette 0.02mg /3 mg film-coated tablet Actavis Group PTC ehf
Cleonita 0.02mg /3 mg film-coated tablet Actavis Group PTC ehf

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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Cleosensa 0.03mg /3 mg film-coated tablet Actavis Group PTC ehf
Dygratyl 0.2mg tablet Dishman Netherlands B.V.
Femoston 2/10 film-coated tablet Orifarm Oy
Glinor 5.2 mg/dose nasal spray, solution ratiopharm GmbH
Kerlon 10 mg film-coated tablet Sanofi Oy
Kerlon 20 mg film-coated tablet Sanofi Oy
Mobilat gel Orifarm Oy
Mobilat cream Orifarm Oy
Mobilat gel Paranova Oy
Palandra 0.03mg /3 mg film-coated tablet Bayer Oy
Risperdal Consta 50 mg powder and solvent for prolonged-release Orifarm Oy
suspension for injection
Risperdal Consta 25 mg powder and solvent for prolonged-release Orifarm Oy
suspension for injection
Risperdal Consta 37.5mg powder and solvent for prolonged-release Orifarm Oy
suspension for injection
Trexan 2.5 mg 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.

2



