Numarul (UE)
APP

EU/1/99/126/002

EU/1/99/126/003

EU/1/99/126/004

EU/1/99/126/005

EU/1/99/126/013

EU/1/99/126/014

EU/1/99/126/015

EU/1/99/126/016

EU/1/99/126/017

Numele

(inventat)

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Concentratia

25 mg

25 mg

25 mg

25 mg

25 mg

25 mg

25 mg

50 mg

50 mg

Forma
farmaceutica

Calea de

administrare

Pulbere pentru
solutie
injectabila
Pulbere si
solvent pentru
solutie
injectabila

Pulbere si
solvent pentru
solutie
injectabila

Pulbere si
solvent pentru
solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

1/4

Ambalajul
primar

flacon (sticla)

pulbere: flacon

(sticld); solvent:

seringa
preumpluta
(sticla)

pulbere: flacon

(sticld); solvent:

seringa
preumpluta
(sticla)

pulbere: flacon

(sticld); solvent:

seringa
preumpluta
(sticla)

seringa
preumpluta
(sticla)
seringa
preumpluta
(sticla)
seringa
preumpluta
(sticla)
seringa
preumpluta
(sticla)
seringa
preumpluta
(sticla)

Continutul
(concentratia)

Pulbere: 25 mg
Solvent: 1 ml

Pulbere: 25 mg
Solvent: 1 ml

Pulbere: 25 mg
Solvent: 1 ml

0,5 ml
(50 mg/ml)

0,5 ml
(50 mg/ml)

0,5 ml
(50 mg/ml)

1 ml (50 mg/ml)

1 ml (50 mg/ml)

Marimea ambalajului

4 flacoane +

8 tampoane cu alcool
medicinal

4 flacoane +

4 seringi preumplute +
4 ace +

4 adaptoare pentru flacon +

8 tampoane cu alcool
medicinal

8 flacoane +

8 seringi preumplute +
8 ace +

8 adaptoare pentru flacon +

16 tampoane cu alcool
medicinal

24 flacoane +

24 seringi preumplute +
24 ace +

24 adaptoare pentru flacon +

48 tampoane cu alcool
medicinal

4 seringi preumplute +
4 tampoane cu alcool
medicinal

8 seringi preumplute +
8 tampoane cu alcool
medicinal

24 seringi preumplute +
24 tampoane cu alcool
medicinal

2 seringi preumplute +
2 tampoane cu alcool
medicinal

4 seringi preumplute +
4 tampoane cu alcool
medicinal



Numarul (UE)
APP

EU/1/99/126/018

EU/1/99/126/019

EU/1/99/126/020

EU/1/99/126/021

EU/1/99/126/022

EU/1/99/126/023

Numele

(inventat)

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Concentratia

50 mg

50 mg

50 mg

50 mg

10 mg

25 mg

Forma
farmaceutica

Calea de
administrare

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Pulbere si
solvent pentru
solutie
injectabila

Solutie
injectabila

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

2/4

Ambalajul
primar

seringa
preumpluta
(sticla)

seringa
preumpluta
(sticld) in stilou
injector (pen)
preumplut
(MYCLIC)
seringa
preumpluta
(sticld) Tn stilou
injector (pen)
preumplut
(MYCLIC)
seringa
preumpluta
(sticld) in stilou
injector (pen)
preumplut
(MYCLIC)
pulbere: flacon
(sticld); solvent:
seringa
preumpluta(sticla)

seringa
preumpluta
(sticld) Tn stilou
injector (pen)
preumplut
(MYCLIC)

Continutul
(concentratia)

1 ml (50 mg/ml)

1 ml (50 mg/ml)

1 ml (50 mg/ml)

1 ml (50 mg/ml)

Pulbere: 10 mg

Solvent: 1 ml

0,5 ml
(50 mg/ml)

Marimea ambalajului

12 seringi preumplute +
12 tampoane cu alcool
medicinal

2 stilouri injectoare
preumplute (pen) +
2 tampoane cu alcool
medicinal

4 stilouri injectoare
preumplute (pen) +
4 tampoane cu alcool
medicinal

12 stilouri injectoare
preumplute (pen) +
12 tampoane cu alcool
medicinal

4 flacoane +

4 seringi preumplute +

4 ace +

4 adaptoare pentru flacon +
8 tampoane cu alcool
medicinal

4 stilouri injectoare
preumplute (pen) +

4 tampoane cu alcool
medicinal



Numarul (UE)
APP

EU/1/99/126/024

EU/1/99/126/025

EU/1/99/126/026

EU/1/99/126/027

EU/1/99/126/028

EU/1/99/126/029

Numele

(inventat)

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Enbrel

Concentratia

25 mg

25 mg

25 mg

25 mg

25 mg

25 mg

Forma
farmaceutica

Calea de
administrare

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

Subcutanata

3/4

Ambalajul
primar

seringa
preumpluta
(sticld) in stilou
injector (pen)
preumplut
(MYCLIC)
seringa
preumpluta
(sticld) in stilou
injector (pen)
preumplut
(MYCLIC)
seringa
preumpluta
(sticla)

Cartus dozator
continand o
seringa
preumpluta
(sticla)

Cartus dozator
continand o
seringa
preumpluta
(sticla)

Cartus dozator
continand o
seringa
preumpluta
(sticla)

Continutul
(concentratia)

0,5 ml
(50 mg/ml)

0,5 ml
(50 mg/ml)

0,5 ml
(50 mg/ml)

0,5 ml (50
mg/ml)

0,5 ml (50
mg/ml)

0,5 ml (50
mg/ml)

Marimea ambalajului

8 stilouri injectoare
preumplute (pen) +
8 tampoane cu alcool
medicinal

24 stilouri injectoare
preumplute (pen) +
24 tampoane cu alcool
medicinal

12 seringi preumplute +
12 tampoane cu alcool
medicinal

4 cartuse dozatoare +

8 tampoane cu alcool
medicinal

8 cartuse dozatoare +
16 tampoane cu alcool
medicinal

24 cartuse dozatoare +
48 tampoane cu alcool
medicinal



Numarul (UE)
APP

EU/1/99/126/030

EU/1/99/126/031

EU/1/99/126/032

Numele

(inventat)

Enbrel

Enbrel

Enbrel

Concentratia

50 mg

50 mg

50 mg

Forma
farmaceutica

Calea de
administrare

Solutie
injectabila

Solutie
injectabila

Solutie
injectabila

Subcutanata

Subcutanata

Subcutanata

a/4

Ambalajul
primar

Cartus dozator
continand o
seringa
preumpluta
(sticla)

Cartus dozator
continand o
seringa
preumpluta
(sticla)

Cartus dozator
continand o
seringa
preumpluta
(sticla)

Continutul
(concentratia)

1 ml (50 mg/ml)

1 ml (50 mg/ml)

1 ml (50 mg/ml)

Marimea ambalajului

2 cartuse dozatoare +
4 tampoane cu alcool
medicinal

4 cartuse dozatoare +
8 tampoane cu alcool
medicinal

12 cartuse dozatoare +
24 tampoane cu alcool
medicinal



