MA (EU)

number

EU/1/00/144/001

EU/1/00/144/002

EU/1/00/144/003

EU/1/00/144/004

EU/1/00/144/005

(Invented)

name

Helixate NexGen

Helixate NexGen

Helixate NexGen

Helixate NexGen

Helixate NexGen

Strength

Pharmaceutical

250 IV

500 IV

1000 1U

2000 1U

3000 IV

Form

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

&

Route of
Administration

Intravenous use
Intravenous use

Intravenous use

'
<&
Intraver@e

\®)

&venous use

Immediate Content
Packaging (concentration)
powder: vial owder: 250 1U;
(glass); ent: 2.5 ml
solvent: vial 0 1U/ml)
(glass)

solvent: vial
(glass)
powder: vial
(glass);
solvent: vial
(glass)
powder: vial
(glass);
solvent: vial

(glass)

o

powder: 500 IU;
solvent: 2.5 ml
(200 1U/ml)

powder: 1000 1U;
solvent: 2.5 ml
(400 1U/ml)

powder: 2000 1U;
solvent: 5.0 ml
(400 1U/ml)

powder: 3000 IU;
solvent: 5.0 ml
(600 1U/ml)

Pack size

1 vial + 1 vial + 1 filter
transfer + 1 venipuncture
set + 1 syringe + 2 swabs

1 vial + 1 vial + 1 filter
transfer + 1 venipuncture
set + 1 syringe + 2 swabs

1 vial + 1 vial + 1 filter
transfer + 1 venipuncture
set + 1 syringe + 2 swabs

1 vial + 1 vial + 1 filter
transfer + 1 venipuncture
set + 1 syringe + 2 swabs

1 vial + 1 vial + 1 filter
transfer + 1 venipuncture
set + 1 syringe + 2 swabs





