EMA Number

EU/1/21/1607/001

EU/1/21/1607/002

EU/1/21/1607/003

EU/1/21/1607/004

EU/1/21/1607/005

EU/1/21/1607/006

EU/1/21/1607/007

EU/1/21/1607/008

EU/1/21/1607/009

(Invented) name

Skytrofa

Skytrofa

Skytrofa

Skytrofa

Skytrofa

Skytrofa

Skytrofa

Skytrofa

Skytrofa

Strength

Pharmaceutical

3 mg

3.6 mg

4.3 mg

5.2mg

6.3 mg

7.6 mg

9.1 mg

11 mg

13.3 mg

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

Powder and
solvent for solution
for injection

Route of
Administration

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Subcutaneous
use

Immediate
Packaging

Dual-chamber
cartridge
(glass)

Dual-chamber
cartridge
(glass)

Dual-chamber
cartridge
(glass)

Dual-chamber
cartridge
(glass)

Dual-chamber
cartridge
(glass)

Dual-chamber
cartridge
(glass)
Dual-chamber
cartridge
(glass)
Dual-chamber
cartridge
(glass)
Dual-chamber
cartridge
(glass)

Content
(concentration)

Powder: 3 mg;
solvent: 0.279
ml; (11 mg/ml)

Powder: 3.6 mg;
solvent: 0.329
ml; (11 mg/ml)

Powder: 4.3 mg;
solvent: 0.388
ml; (11 mg/ml)

Powder: 5.2 mg;
solvent: 0.464
ml; (11 mg/ml)

Powder: 6.3 mg;
solvent: 0.285
ml; (22 mg/ml)

Powder: 7.6 mg;
solvent: 0.338
ml; (22 mg/ml)

Powder: 9.1 mg;
solvent: 0.400
ml; (22 mg/ml)

Powder: 11 mg;
solvent: 0.479
ml; (22 mg/ml)

Powder: 13.3
mg; solvent:
0.574 ml; (22
mg/ml)

Pack size

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles

4 cartridges
+ 6 needles



