MA (EU)

number

EU/1/00/143/004

EU/1/00/143/005

EU/1/00/143/006

EU/1/00/143/007

EU/1/00/143/008

EU/1/00/143/009

EU/1/00/143/010

Pharmaceutical

(Invented) Strength
name

KOGENATE Bayer 250 IU
KOGENATE Bayer 500 IU
KOGENATE Bayer 1000 IU
KOGENATE Bayer 250 IU
KOGENATE Bayer 500 IU
KOGENATE Bayer 1000 IU
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KOGENATE Bayer

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

for solution
injectionO

Pov@and solvent
XSCO tion for

jection

Powder and solvent
for solution for
injection

Route of
Administration

Intravenous use

Intravenous use

Ilgvenous use

c}(\
Powder and s@

Intravenous use

Intravenous use

Intravenous use

lle i
ass)
Intravenous Q owder: vial

Immediate
Packaqging

powder: vial
(glass);
solvent: pre-
filled syri

(glass)

(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)

. 250 1U;
t: 2.5 ml

P
0%00 1U/ml)

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

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

powder: 250 IU;
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)

powder: 2000 1U;
solvent: 5 ml
(400 1U/ml)

Pack size

1 vial + 1 Bio-Set device +
1 pre-filled syringe + 1
syringe plunger rod + 1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 Bio-Set device +
1 pre-filled syringe + 1
syringe plunger rod + 1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 Bio-Set device +
1 pre-filled syringe + 1
syringe plunger rod + 1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 pre-filled syringe
+ 1 syringe plunger rod + 1
vial adapter+1 venipuncture
set + 4 swabs + 2 plasters

1 vial + 1 pre-filled syringe
+ 1 syringe plunger rod + 1
vial adapter +1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 pre-filled syringe
+ 1 syringe plunger rod + 1
vial adapter +1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 Bio-Set device +
1 pre-filled syringe + 1
syringe plunger rod + 1
venipuncture set + 4 swabs
+ 2 plasters



MA (EU)

number

EU/1/00/143/011

EU/1/00/143/012

EU/1/00/143/013

(Invented) Strength
name

KOGENATE Bayer 2000 IU
KOGENATE Bayer 3000 IU
KOGENATE Bayer 3000 IU

O
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%

Pharmaceutical
Form

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

Powder and solvent
for solution for
injection

@Q

Route of
Administration

Immediate
Packaqging

Intravenous use powder: vial

(glass);
solvent: pre-
filled syringe
(glass)
Intravenous use powder:
(glass);
solventy pre-
fill inge

las
Intravenous useéwder: vial
glass);
g solvent: pre-
Q filled syringe
\O (glass)

owd 000 1U;
20@@; ml ’
&
O

Content

conce tion

u/ml)

powder: 3000 IU;
solvent: 5 mi
(600 1U/ml)

powder: 3000 IU;
solvent: 5 ml
(600 1U/ml)

Pack size

1 vial + 1 pre-filled syringe
+ 1 syringe plunger rod + 1
vial adapter +1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 Bio-Set device +
1 pre-filled syringe + 1
syringe plunger rod + 1
venipuncture set + 4 swabs
+ 2 plasters

1 vial + 1 pre-filled syringe
+ 1 syringe plunger rod + 1
vial adapter +1
venipuncture set + 4 swabs
+ 2 plasters





