Numarul procedurii

Numele

EMA

Numarul (UE) APP

EU/1/10/612/001
EU/1/10/612/002

EU/1/10/612/003

EU/1/10/612/004
EU/1/10/612/005

EU/1/10/612/006

EU/1/10/612/007
EU/1/10/612/008

EU/1/10/612/009

EU/1/10/612/010
EU/1/10/612/011

EU/1/10/612/012

EU/1/10/612/013

(inventat)
Revolade
Revolade

Revolade

Revolade
Revolade

Revolade

Revolade
Revolade

Revolade

Revolade
Revolade

Revolade

Revolade

Concentratia

25 mg
25 mg

25 mg

50 mg
50 mg

50 mg

75 mg
75 mg

75 mg

12.5 mg
12.5 mg

12.5 mg

25 mg

Forma
farmaceutica

Comprimate
filmate
Comprimate
filmate
Comprimate
filmate

Comprimate
filmate
Comprimate
filmate t
Comprimate
filmate t

Comprimate
filmate
Comprimate
filmate
Comprimate
filmate

Comprimate
filmate
Comprimate
filmate
Comprimate
filmate

pulbere pentru
suspensie orala

1/2

Calea de

administrare

Orala
Orala

Orala

Orala
Orala

Orala

Orala
Orala

Orala

Orala
Orala

Orala

Orala

Ambalajul

primar

blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)

blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)

blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)

blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)
blister
(PA/alu/PVC/alu)

Pliculet
(PET/OPA/alu/LDPE)

Marimea
ambalajului

14 comprimate
filmate

28 comprimate
filmate

84 (3 x 28)
comprimate filmate
(multipack)

14 comprimate
filmate

28 comprimate
filmate

84 (3 x 28)
comprimate filmate
(multipack)

14 comprimate
filmate

28 tablets

84 (3 x 28)
comprimate filmate
(multipack)

14 comprimate
filmate

28 tablets

84 (3 x 28)
comprimate filmate
(multipack)

30 pliculete +

1 flacon pentru
amestecare +

30 seringi de unica
folosinta pentru
administrare orala +
1 capac cu filet
prevazut cu un
adaptor pentru
seringa






