Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/04/2021 - 30/04/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Abiraterone Orion 500 mg film-coated tablet Orion Corporation

Acriseu 8 mg/60mg capsule, hard Orifarm Generics A/S
Ansatipin 150 mg capsule, hard Paranova Oy

Apogo Pen 10 mg/ml solution for injection Paranova Oy

D-Calsor 500 mg / 20 mikrog (800 IU) film-coated tablet Orion Corporation

D-Calsor 500 mg / 10 mikrog (400 1U) film-coated tablet Orion Corporation

Dacepton 5 mg/ml solution for infusion Abacus Medicine A/S

Elvanse Adult
Elvanse Adult
Enrocat vet

Ingelvac Ery

Ketabel vet.
Ketosteril
Lenalidomide Orion
Lenalidomide Orion
Lenalidomide Orion
Lenalidomide Orion
Lenalidomide Orion
Levothyroxine Orion
Levothyroxine Orion
Levothyroxine Orion
Levothyroxine Orion
Levothyroxine Orion
Levothyroxine Orion
Lidbree

Midazolam Accordpharma
Mifegyne
Palonosetron Anfarm
Prolutex

Propecia

Simvastatin Mylan
Simvastatin Mylan
Simvastatin Mylan
Simvastatin Mylan
Sugammadex Sandoz

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

30 mg
50 mg
25 mg/ml

100 mg/ml

5mg
15mg

10 mg

20 mg
25mg

25 microg
50 microg
75 microg
100 microg
125 microg
150 microg
42 mg/ml

1 mg/ml
200 mg
250 microg
25mg
1mg

10 mg

20 mg

40 mg

80 mg

100 mg/ml

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

capsule, hard
capsule, hard

oral suspension
emulsion for injection
solution for injection
film-coated tablet
capsule, hard
capsule, hard
capsule, hard
capsule, hard
capsule, hard

tablet

tablet

tablet

tablet

tablet

tablet

intrauterine gel
solution for injection/infusion in pre-filled syringe
tablet

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

Orifarm Oy

Orifarm Oy

LIVISTO Intll, S.L.
Laboratorios Syva S.A.U.
Bela-Pharm GmbH & Co. KG
Fresenius Kabi Ab

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation

Orion Corporation
Gedeon Richter Plc
Accord Healthcare B.V.
Paranova Oy

Anfarm Hellas S.A.

IBSA Farmaceutici ltalia S.r.|
Paranova Oy

Mylan AB

Mylan AB

Mylan AB

Mylan AB

Sandoz A/S



Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/04/2021 - 30/04/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Almotriptan Sandoz 12.5mg film-coated tablet Paranova Oy

Atacand Plus

Budesonid Easyhaler
Budesonid Easyhaler
Buprenorphine Ratiopharm
Buprenorphine Ratiopharm
Buprenorphine Ratiopharm
Canesten Soft

Coveram

Coveram

Coveram

Dobuject

Engerix-B

Fexofenadine Ratiopharm
Glatiramer Acetate Ratiopharm
Lidocaine Griinenthal
Linezolid Orion

Lipitor

Lorazepam Orifarm

Medrol

Minirin

Nimotop

Norditropin Simplexx
Pemetrexed Avansor
Protaminsulfat Leo Pharma
Stellamune Mycoplasma Vet
Takrozem

Tranexamic Acid Orion
Zantac

Zantac

Zantac

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.

32mg/12.5mg
400 microg/dose
200 microg/dose
52.5 mikrog/tunti
70 mikrog/tunti
35 mikrog/tunti
500 mg
5mg/5mg

10 mg/5mg

10 mg/ 10 mg
50 mg/ml

20 microg/ml
180 mg

40 mg/ml

700 mg

600 mg

10 mg

1mg

4mg

0.1 mg/ml

30 mg
10mg/1.5ml
25 mg/ml

1400 anti-hepariini IlU/ml

0.1%

100 mg/ml
300 mg
150 mg
150 mg

tablet

inhalation powder
inhalation powder
transdermal patch
transdermal patch
transdermal patch
vaginal capsule, soft
tablet

tablet

tablet

concentrate for solution for infusion
suspension for injection
film-coated tablet

solution for injection in pre-filled syringe

medicated plaster

film-coated tablet

film-coated tablet

tablet

tablet

nasal drops, solution
film-coated tablet

solution for injection in cartridge
concentrate for solution for infusion
solution for injection/infusion
emulsion for injection

ointment

solution for injection

film-coated tablet

effervescent tablet

film-coated tablet

Paranova Oy

Orifarm Oy

Orifarm Oy

ratiopharm GmbH
ratiopharm GmbH
ratiopharm GmbH

Bayer Oy

Paranova Oy

Paranova Oy

Paranova Oy

Primex Pharmaceuticals Oy
Orifarm Oy

Teva B.V.

ratiopharm GmbH
Griinenthal GmbH

Orion Corporation

Orifarm Oy

Orifarm Generics A/S
Orifarm Oy

Ferring Laakkeet Oy
Paranova Oy

Orifarm Oy

Avansor Pharma Oy

2care4 ApS

Elanco GmbH

Pierre Fabre Dermatologie
Orion Corporation
GlaxoSmithKline (Ireland) Limited
Laboratoire GlaxoSmithKline
GlaxoSmithKline (Ireland) Limited
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