MA (EU)

Number

EU/1/00/169/005

EU/1/00/169/006

EU/1/00/169/007

(Invented)

name

Metalyse

Metalyse

Metalyse

Strength

8 000 units
(40 mg)

10 000 units
(50 mg)

5 000 units
(25 mg)

Pharmaceutica
I form

Powder and
solvent for
solution for
injection

Powder and
solvent for
solution for
injection

Powder for
solution for
injection

Route of

administration

Immediate

Packaging

Intravenous use

Intravenous use

Intravenous use

1/1

powder: vial
(glass);
solvent: pre-
filled syringe
(Cop)
powder: vial
(glass);
solvent: pre-
filled syringe
(Ccop)

vial (glass)

Content (concentration)

powder
solvent

powder
solvent

: 8000 U (40 mq);
: 8 mL (1 000 U/mL)

: 10 000 U (50 mg);
: 10 mL (1 000 U/mL)

Pack size

1 vial +1 pre-
filled syringe +
1 vial adaptor

1 vial +1 pre-
filled syringe +
1 vial adaptor

1 vial





