A pielikums



Numarul (UE) APP Numele
(inventat)
EU/1/19/1383/001 Lacosamide
UCB
EU/1/19/1383/002 Lacosamide
UCB
EU/1/19/1383/003 Lacosamide
UCB
EU/1/19/1383/004 Lacosamide
UCB
EU/1/19/1383/005 Lacosamide
UCB
EU/1/19/1383/006 Lacosamide
UCB
EU/1/19/1383/007 Lacosamide
UCB
EU/1/19/1383/008 Lacosamide
UCB
EU/1/19/1383/009 Lacosamide
UCB
EU/1/19/1383/010 Lacosamide
UCB
EU/1/19/1383/011 Lacosamide
UCB
EU/1/19/1383/012 Lacosamide
UCB
EU/1/19/1383/013 Lacosamide
UCB

Concentratia Forma

10 mg/ml
10 mg/ml

10 mg/ml

50 mg
50 mg
50 mg
50 mg
50 mg
50 mg
100 mg
100 mg
100 mg

100 mg

Calea de
farmaceutica administrare
Solutie Administrare
perfuzabila intravenoasa
Solutie Administrare
perfuzabila intravenoasa
Sirop Administrare

orala

Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orald
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orald
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orald
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala

Ambalajul primar Continutul

(concentratia)
fiola (sticla) 20 ml
fiola (sticld) 20 ml
flacon (sticld) 200 ml

blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/Al)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/Al)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/Al)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/AI)

Marimea ambalajului

1 fiola
5 fiole

1 flacon + 1 masura
dozatoare de 30 ml + 1
seringd pentru administrare
orald de 10 ml + adaptor
14 comprimate filmate

14 x 1 comprimate filmate
(unitati dozate)

28 tabletes

56 comprimate filmate

56 x 1 comprimate filmate
(unitati dozate)

168 comprimate filmate
14 comprimate filmate

14 x 1 comprimate filmate
(unitati dozate)

28 comprimate filmate

56 comprimate filmate



Numarul (UE) APP Numele
(inventat)
EU/1/19/1383/014 Lacosamide
UCB
EU/1/19/1383/015 Lacosamide
UCB
EU/1/19/1383/016 Lacosamide
UCB
EU/1/19/1383/017 Lacosamide
UCB
EU/1/19/1383/018 Lacosamide
UCB
EU/1/19/1383/019 Lacosamide
UCB
EU/1/19/1383/020 Lacosamide
UCB
EU/1/19/1383/021 Lacosamide
UCB
EU/1/19/1383/022 Lacosamide
UCB
EU/1/19/1383/023 Lacosamide
UCB
EU/1/19/1383/024 Lacosamide
UCB
EU/1/19/1383/025 Lacosamide
UCB
EU/1/19/1383/026 Lacosamide
UCB
EU/1/19/1383/027 Lacosamide
UCB

Concentratia Forma

Calea de

100 mg
100 mg
150 mg
150 mg
150 mg
150 mg
150 mg
150 mg
200 mg
200 mg
200 mg
200 mg
200 mg

200 mg

farmaceutica administrare

Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala
Comprimat filmat Administrare
orala

Ambalajul primar Continutul

concentratia

blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/Al)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/Al)
blisters
(PVH/PVDH/AI)
Blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/Al)
Blisters
(PVH/PVDH/AI)
blisters
(PVH/PVDH/AI)
Blisters
(PVH/PVDH/Al)
blisters
(PVH/PVDH/AI)
Blisters
(PVH/PVDH/AI)

Marimea ambalajului

56 x 1 comprimate filmate
(unitati dozate)
168 comprimate filmate

14 comprimate filmate

14 x 1 comprimate filmate
(unitati dozate)
28 comprimate filmate

56 comprimate filmate

56 x 1 comprimate filmate
(unitati dozate)

168 (3 x 56) tabletes(vairaku
kastiSu iepakojums)

14 comprimate filmate

14 x 1 comprimate filmate
(unitati dozate)
28 comprimate filmate

56 comprimate filmate

56 x 1 comprimate filmate
(unitati dozate)

168 (3 x 56) tabletes
(vairaku kastiSu iepakojums)



Numarul (UE) APP Numele
(inventat)

EU/1/19/1383/028 Lacosamide
UCB

Concentratia Forma

farmaceutica

Calea de
administrare

50/100/ 150 Comprimat filmat Administrare

/200 mg

orala

Ambalajul primar Continutul

blisters
(PVH/PVDH/AI)

concentratia

Marimea ambalajului

Komplekts arst€sanas
uzsakSanai: 14 tabletes +

14 tabletes + 14 tabletes +14
tabletes



	ema-form-h-5243-annexa-ro-annotated

