Numarul
procedurii

EMA
EU/1/08/472/001
EU/1/08/472/002
EU/1/08/472/003
EU/1/08/472/004
EU/1/08/472/005
EU/1/08/472/006
EU/1/08/472/007
EU/1/08/472/008
EU/1/08/472/009
EU/1/08/472/010
EU/1/08/472/011
EU/1/08/472/012
EU/1/08/472/013
EU/1/08/472/014
EU/1/08/472/015
EU/1/08/472/016
EU/1/08/472/017
EU/1/08/472/018
EU/1/08/472/019
EU/1/08/472/020
EU/1/08/472/021

EU/1/08/472/022

EU/1/08/472/023

Numele
(inventat)
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto
Xarelto

Xarelto

Xarelto

Xarelto

Concentratia

10 mg
10 mg
10 mg
10 mg
10 mg
10 mg
10 mg
10 mg
10 mg
10 mg
15 mg
15 mg
15 mg
15 mg
15 mg
15 mg
20 mg
20 mg
20 mg
20 mg
20 mg

10 mg

15 mg

Forma farmaceutica

Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate
Comprimate filmate

Comprimate filmate

Comprimate filmate

Comprimate filmate

Calea de
administrare
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala
Administrare orala

Administrare orala

Administrare orala

Administrare orala

13

Ambalajul primar

blister
(PVC/PVDC/alu)
blister
(PVC/PVDC/alu)
blister
(PVC/PVDC/alu)
blister
(PVC/PVDC/alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)

blister
(PVC/PVDC/alu)
blister (PP /alu)

blister (PP /alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)

blister (PP /alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)
blister (PP /alu)

blister (PP/alu)

blister (PP/alu)

(concentratia)

Marimea ambalajului

5 comprimate
10 comprimate
30 comprimate

100 x 1 comprimate (unitate
dozata)

5 comprimate

10 comprimate

30 comprimate

100 x 1 comprimate (unitate
dozata)

10 x 1 comprimate (unitate
dozata)

10 x 1 comprimate (unitate
dozata)

14 comprimate

28 comprimate

42 comprimate

98 comprimate

10 x 1 comprimate (unitate
dozata)

100 x 1 comprimate (unitate
dozata)

14 comprimate

28 comprimate

98 comprimate

10 x 1 comprimate (unitate
dozata)

100 x 1 comprimate (unitate
dozata)

100 (10 x10x 1)
comprimate

(unitati dozate) (ambalaj
multiplu)

100 (10 x10x 1)
comprimate

(unitati dozate) (ambalaj
multiplu)



Numarul Numele Concentratia Forma farmaceutica Calea de Ambalajul primar Continutul Marimea ambalajului
procedurii (inventat) administrare (concentratia)
EMA
EU/1/08/472/024 Xarelto 20 mg Comprimate filmate Administrare orala blister (PP/alu) 100 (10 x 10 x 1)
comprimate
(unitati dozate) (ambalaj
multiplu)
EU/1/08/472/025 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 14 comprimate
EU/1/08/472/026 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 28 comprimate
EU/1/08/472/027 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 56 comprimate
EU/1/08/472/028 Xarelto 2,5 mg Comprimate filmate Administrare orala blister (PP/alu) 60 comprimate
EU/1/08/472/029 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 98 comprimate
EU/1/08/472/030 Xarelto 2,5 mg Comprimate filmate Administrare orala blister (PP/alu) 168 comprimate
EU/1/08/472/031 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 196 comprimate
EU/1/08/472/032 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 10 x 1 comprimate (unitate
dozata)
EU/1/08/472/033 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 100 x 1 comprimate (unitate
dozata)
EU/1/08/472/034 Xarelto 2,5 mg Comprimate filmate Administrare orala blister (PP/alu) 100 (10 x 10 x 1)
comprimate
(unitati dozate) (ambalaj
multiplu)
EU/1/08/472/035 Xarelto 2,5mg Comprimate filmate Administrare orala blister (PP/alu) 30 comprimate
EU/1/08/472/036 Xarelto 15 mg Comprimate filmate Administrare orala flacon (PEID) 100 comprimate
EU/1/08/472/037 Xarelto 20 mg Comprimate filmate Administrare orala flacon (PEID) 100 comprimate
EU/1/08/472/038 Xarelto 15 mg Comprimate filmate Administrare orala blister (PP/alu) 10 comprimate
EU/1/08/472/039 Xarelto 20 mg Comprimate filmate Administrare orala blister (PP/alu) 10 comprimate
EU/1/08/472/040 Xarelto 15 mg + Comprimate filmate Administrare orala blister (PP/alu) Pachet de start: 49
20 mg comprimate
(42 x 15 mg + 7 x 20 mg)
EU/1/08/472/041 Xarelto 2,5 mg Comprimate filmate Administrare orala blister (PP/alu) 20 comprimate
EU/1/08/472/042 Xarelto 10 mg Comprimate filmate Administrare orala blister (PP/alu) 14 comprimate
EU/1/08/472/043 Xarelto 10 mg Comprimate filmate Administrare orala blister (PP/alu) 28 comprimate
EU/1/08/472/044 Xarelto 10 mg Comprimate filmate Administrare orala blister (PP/alu) 98 comprimate
EU/1/08/472/045 Xarelto 10 mg Comprimate filmate Administrare orala flacon (PEiD) 100 comprimate
EU/1/08/472/046 Xarelto 2,5mg Comprimate filmate Administrare orala flacon (PEID) 100 comprimate
EU/1/08/472/047 Xarelto 2,5 mg Comprimate filmate Administrare orala blister 14 comprimate
(PVC/PVDC/alu)
EU/1/08/472/048 Xarelto 15 mg Comprimate filmate Administrare orala blister 14 comprimate
(PVC/PVDC/alu)
EU/1/08/472/049 Xarelto 20 mg Comprimate filmate Administrare orala blister 14 comprimate
(PVC/PVDC/alu)
EU/1/08/472/050 Xarelto 1 mg/mL Granule pentru Administrare orald flacon (sticla) 1 flacon + 2 seringi orale de

suspensie orald
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1 ml
+ 1 seringa de 50 ml
+ 1 adaptor de flacon



Numarul Numele Concentratia Forma farmaceutica Calea de Ambalajul primar Continutul Marimea ambalajului

procedurii (inventat) administrare (concentratia)

EMA

EU/1/08/472/051 Xarelto 1 mg/mL Granule pentru Administrare orala flacon (sticla) 5,25¢g 1 flacon + 2 seringi orale de
suspensie orala 5 ml

+ 2 seringi de 10 ml
+ 1 seringa de 100 ml +
1 adaptor de flacon
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