Numarul (UE) APP

EU/1/07/411/001

EU/1/07/411/002

EU/1/07/411/003

EU/1/07/411/004

EU/1/07/411/005

EU/1/07/411/006

EU/1/07/411/007

EU/1/07/411/008

EU/1/07/411/009

EU/1/07/411/010

Numele

(inventat)

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa

Concentratia

1000 Ul /
0,5 ml

1000 Ul /
0,5 ml

2000 Ul /
1,0 ml

2000 Ul /
1,0 ml

3000 Ul /
0,3 ml

3000 Ul /
0,3 ml

4000 Ul /
0,4 mi

4000 Ul /
0,4 mi

5000 Ul /
0,5 ml

5000 Ul /

Forma
farmaceutica
Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila

Calea de Ambalajul
administrare primar
Administrare seringa
subcutanata preumpluta
sau (sticld)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticla)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticla)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticld)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticla)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticla)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticld)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticld)
intravenoasa

Administrare seringa
subcutanata preumpluta
sau (sticla)
intravenoasa

Administrare seringa
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Continutul
(concentratia)
0,5 ml

(2000 UI/ml)

0,5 ml
(2000 UI/ml)

1,0 ml
(2000 UI/ml)

1,0 ml
(2000 Ul/ml)

0,3 ml
(10000 UI/ml)

0,3 ml
(10000 UI/ml)

0,4 ml
(10000 Ul/ml)

0,4 ml
(10000 UI/ml)

0,5 ml
(10000 UI/ml)

0,5 ml

Marimea

ambalajului
1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute



EU/1/07/411/011

EU/1/07/411/012

EU/1/07/411/013

EU/1/07/411/014

EU/1/07/411/015

EU/1/07/411/016

EU/1/07/411/017

EU/1/07/411/018

EU/1/07/411/019

EU/1/07/411/020

HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin

alfa

alfa

alfa

alfa

alfa

alfa

alfa

alfa

alfa

alfa

0,5 ml

6000 Ul /
0,6 mi

6000 Ul /
0,6 ml

8000 Ul /
0,8 ml

8000 Ul /
0,8 mi

10000 Ul /
1,0ml

10000 Ul /
1,0ml

7000 Ul /
0,7 mi

7000 Ul /
0,7 mi

9000 Ul /
0,9 ml

9000 Ul /

in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila

subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare

2/8

preumpluta
(sticld)

seringa
preumpluta
(sticld)

seringa
preumpluta
(sticl3)

seringa
preumpluta
(sticl3)

seringa
preumpluta
(sticld)

seringa
preumpluta
(sticla)

seringa
preumpluta
(sticl3)

seringa
preumpluta
(sticld)

seringa
preumpluta
(sticld)

seringa
preumpluta
(sticl3)

seringa

(10000 UI/ml)

0,6 ml
(10000 UI/ml)

0,6 ml
(10000 UI/ml)

0,8 ml
(10000 UI/ml)

0,8 ml
(10000 UI/ml)

1,0 ml
(10000 UI/ml)

1,0 ml
(10000 UI/ml)

0,7 ml
(10000 Ul/ml)

0,7 ml
(10000 UI/ml)

0,9 ml
(10000 UI/ml)

0,9 ml

1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute



EU/1/07/411/021

EU/1/07/411/022

EU/1/07/411/023

EU/1/07/411/024

EU/1/07/411/025

EU/1/07/411/026

EU/1/07/411/027

EU/1/07/411/028

EU/1/07/411/029

HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin

alfa

alfa

alfa

alfa

alfa

alfa

alfa

alfa

alfa

0,9 ml

20000 Ul /
0,5 ml

20000 Ul /
0,5 ml

30000 Ul /
0,75 ml

30000 Ul /
0,75 mil

40000 Ul /
1,0ml

40000 Ul /
1,0ml

1000 Ul /
0,5 ml

1000 Ul /
0,5 ml

2000 Ul /

in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila

subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa
Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
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preumpluta
(sticld)

seringa
preumpluta
(sticld)

seringa
preumpluta
(sticl3)

seringa
preumpluta
(sticl3)

seringa
preumpluta
(sticld)

seringa
preumpluta
(sticla)

seringa
preumpluta
(sticl3)

seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa

(10000 UI/ml)

0,5 ml
(40000 UI/ml)

0,5 ml
(40000 Ul/ml)

0,75 ml
(40000 Ul/ml)

0,75 ml
(40000 UI/ml)

1,0 ml
(40000 UI/ml)

1,0 ml
(40000 UI/ml)

0,5 ml
(2000 UI/ml)

0,5 ml
(2000 UI/ml)

1,0 ml

1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringa preumpluta



EU/1/07/411/030

EU/1/07/411/031

EU/1/07/411/032

EU/1/07/411/033

EU/1/07/411/034

EU/1/07/411/035

HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

1,0 ml

2000 Ul /
1,0 ml

3000 Ul /
0,3 ml

3000 Ul /
0,3 ml

4000 Ul /
0,4 mi

4000 Ul /
0,4 mi

5000 Ul /
0,5 ml

in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa
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preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta

(2000 UI/ml)

1,0 ml
(2000 Ul/ml)

0,3 ml

(10000 UI/ml)

0,3 ml

(10000 UI/ml)

0,4 ml

(10000 UI/ml)

0,4 ml

(10000 UI/ml)

0,5 ml

(10000 UI/ml)

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringa preumpluta



EU/1/07/411/036

EU/1/07/411/037

EU/1/07/411/038

EU/1/07/411/039

EU/1/07/411/040

EU/1/07/411/041

EU/1/07/411/042

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

alfa

alfa

alfa

alfa

alfa

alfa

alfa

5000 Ul /
0,5 ml

6000 Ul /
0,6 ml

6000 Ul /
0,6 mi

7000 Ul /
0,7 mi

7000 Ul /
0,7 ml

8000 Ul /
0,8 mi

8000 Ul /
0,8 ml

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
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pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu

0,5 ml
(10000 UI/ml)

0,6 ml
(10000 UI/ml)

0,6 ml
(10000 Ul/ml)

0,7 ml
(10000 UI/ml)

0,7 ml
(10000 UI/ml)

0,8 ml
(10000 UI/ml)

0,8 ml
(10000 UI/ml)

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute



EU/1/07/411/043

EU/1/07/411/044

EU/1/07/411/045

EU/1/07/411/046

EU/1/07/411/047

EU/1/07/411/048

EU/1/07/411/049

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin
HEXAL

Epoetin

alfa

alfa

alfa

alfa

alfa

alfa

alfa

9000 Ul /
0,9 mi

9000 Ul /
0,9 ml

10000 Ul /
1,0ml

10000 Ul /
1,0ml

20000 Ul /
0,5 ml

20000 Ul /
0,5 ml

30000 Ul /

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila

intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
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aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa

0,9 ml
(10000 UI/ml)

0,9 ml
(10000 UI/ml)

1,0 ml
(10000 UI/ml)

1,0 ml
(10000 UI/ml)

0,5 ml
(40000 Ul/ml)

0,5 ml
(40000 UI/ml)

0,75 ml

1 seringd preumpluta

6 seringi preumplute

1 seringd preumpluta

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

1 seringa preumpluta



EU/1/07/411/050

EU/1/07/411/051

EU/1/07/411/052

EU/1/07/411/053

EU/1/07/411/054

EU/1/07/411/055

HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

Epoetin alfa
HEXAL

0,75 ml

30000 Ul /
0,75 mi

40000 Ul /
1,0ml

40000 Ul /
1,0ml

20000 Ul /
0,5 ml

30000 Ul /
0,75 mi

40000 Ul /
1,0ml

in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

Solutie injectabila
in seringa
preumpluta

subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa

Administrare
subcutanata
sau
intravenoasa
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preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta
pentru ac
seringa
preumpluta
(sticld) cu
aparatoare
de siguranta

(40000 UI/ml)

0,75 ml
(40000 UI/ml)

1,0 ml
(40000 Ul/ml)

1,0 ml
(40000 UI/ml)

0,5 ml
(40000 UI/ml)

0,75 ml
(40000 UI/ml)

1,0 ml
(40000 Ul/ml)

6 seringi preumplute

1 seringa preumpluta

6 seringi preumplute

4 seringi preumplute

4 seringi preumplute

4 seringi preumplute



pentru ac

8/8



