MA-nummer (EU)

EU/1/23/1769/001
EU/1/23/1769/002
EU/1/23/1769/003
EU/1/23/1769/004
EU/1/23/1769/005
EU/1/23/1769/006
EU/1/23/1769/007
EU/1/23/1769/008
EU/1/23/1769/009
EU/1/23/1769/010
EU/1/23/1769/011
EU/1/23/1769/012
EU/1/23/1769/013
EU/1/23/1769/014
EU/1/23/1769/015
EU/1/23/1769/016
EU/1/23/1769/017
EU/1/23/1769/018

EU/1/23/1769/019

Legemidlets navn

Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva

Dabigatran Etexilate Teva

Styrke

75 mg
75 mg
75 mg
75 mg
75 mg
75 mg
110 mg
110 mg
110 mg
110 mg
110 mg
110 mg
110 mg
110 mg
110 mg
150 mg
150 mg
150 mg

150 mg

Legemiddelform

Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard
Kapsel, hard

Kapsel, hard

12

Administrasjonsma
te

Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk
Oral bruk

Oral bruk

Indre emballasje

blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)

Pakningsstgrrelse

10 kapsler

10 x 1 kapsel
(enhetsdose)
30 kapsler

30 x 1 kapsel
(enhetsdose)
60 kapsler

60 x 1 kapsel
(enhetsdose)
10 kapsler

10 x 1 kapsel
(enhetsdose)
30 kapsler

30 x 1 kapsel
(enhetsdose)
60 kapsler

60 x 1 kapsel
(enhetsdose)
100 x 1 kapsel
(enhetsdose)
180 kapsler

180 x 1 kapsel
(enhetsdose)
10 x 1 kapsel
(enhetsdose)
30 kapsler

30 x 1 kapsel
(enhetsdose)
60 kapsler



MA-nummer (EU)

EU/1/23/1769/020
EU/1/23/1769/021
EU/1/23/1769/022

EU/1/23/1769/023

Legemidlets navn

Dabigatran Etexilate Teva
Dabigatran Etexilate Teva
Dabigatran Etexilate Teva

Dabigatran Etexilate Teva

Styrke

150 mg
150 mg
150 mg

150 mg

Legemiddelform
Kapsel, hard
Kapsel, hard
Kapsel, hard

Kapsel, hard

22

Administrasjonsma
te

Oral bruk

Oral bruk

Oral bruk

Oral bruk

Indre emballasje

blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)
blister
(OPA/alu/PVC/alu)

Pakningsstgrrelse

60 x 1 kapsel
(enhetsdose)
100 x 1 kapsel
(enhetsdose)
180 kapsler

180 x 1 kapsel
(enhetsdose)



	Annex A

