MA (EU) number

(Invented)

Strength

Pharmaceutical

Route of

EU/1/18/1324/001

EU/1/18/1324/002

EU/1/18/1324/003

EU/1/18/1324/004

EU/1/18/1324/005

EU/1/18/1324/006

EU/1/18/1324/007

EU/1/18/1324/008

name

Jivi

Jivi

Jivi

Jivi

Jivi

Jivi

Jivi

Jivi

250 1V

500 1V

1000 1U

2000 1U

3000 1U

250 IV

500 1V

1000 1U

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

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

Administration

Immediate

Packaging

Intravenous use

Intravenous use

Intravenous use

Intravenous use

Intravenous use

Intravenous use

Intravenous use

Intravenous use

12

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

powder: vial
(glass) solvent:
pre-filled syringe
(glass)

Content
(concentration)

powder: 250 1U;
solvent: 2.5 mL
(100 1U/mL)

powder: 500 I1U;
solvent: 2.5 mL
(200 1U/mL)

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

powder: 2000 1U;
solvent: 2.5 mL
(800 1U/mL)

powder: 3000 IU;
solvent: .2.5 mL
(1200 1U/mL)

powder: 250 I1U;
solvent: 2.5 mL
(100 1U/mL)

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

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

Pack size

1 vial + 1 pre-filled
syringe + 1 vial
adapter with filter +
1 venipuncture set
1 vial + 1 pre-filled
syringe + 1 vial
adapter with filter +
1 venipuncture set
1 vial + 1 pre-filled
syringe + 1 vial
adapter with filter +
1 venipuncture set
1 vial + 1 pre-filled
syringe + 1 vial
adapter with filter +
1 venipuncture set
1 vial + 1 pre-filled
syringe + 1 vial
adapter with filter +
1 venipuncture set
30 (30 x (A vial + 1
pre-filled syringe + 1
vial adapter with
filter + 1
venipuncture set))
(multipack)

30 (30 x (L vial + 1
pre-filled syringe + 1
vial adapter with
filter + 1
venipuncture set))
(multipack)

30 (30 x (A vial + 1
pre-filled syringe + 1
vial adapter with
filter + 1
venipuncture set))
(multipack)



MA (EU) number (Invented) Strength Pharmaceutical Route of Immediate
name Form Administration Packaqging
EU/1/18/1324/009 Jivi 2000 U Powder and solvent Intravenous use powder: vial
for solution for (glass) solvent:
injection pre-filled syringe
(glass)
EU/1/18/1324/010 Jivi 3000 IU Powder and solvent Intravenous use powder: vial

for solution for
injection

2/2

(glass) solvent:
pre-filled syringe
(glass)

Content
(concentration)

powder: 2000 1U;
solvent: 2.5 mL
(800 1U/mL)

powder: 3000 1U;
solvent: .2.5 mL
(1200 1U/mL)

Pack size

30 (30 x (L vial + 1
pre-filled syringe + 1
vial adapter with
filter + 1
venipuncture set))
(multipack)

30 (30 x (1 vial + 1
pre-filled syringe + 1
vial adapter with
filter + 1
venipuncture set))
(multipack)



