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VOXZ0QgO0 0.4 mg a"n 0.4 1107711
VOXZ0QgO 0.56 mg a"n 0.56 12107711
VOXZ0gO 1.2 mg a"n 1.2 107211

Powder and solvent for solution for injection

2070
Voxzogo 0.4 mg powder and solvent for solution for injection

Each vial of powder contains 0.4 mg of vosoritide*.
After reconstitution, each vial contains 0.4 mg vosoritide in 0.5 mL of solution, corresponding to a
concentration of 0.8 mg/mL.

Voxzogo 0.56 mg powder and solvent for solution for injection

Each vial of powder contains 0.56 mg of vosoritide*.
After reconstitution, each vial contains 0.56 mg vosoritide in 0.7 mL of solution, corresponding to a
concentration of 0.8 mg/mL.

Voxzogo 1.2 mg powder and solvent for solution for injection

Each vial of powder contains 1.2 mg of vosoritide*.
After reconstitution, each vial contains 1.2 mg vosoritide in 0.6 mL of solution, corresponding to a
concentration of 2 mg/mL.
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Voxzogo is indicated for the treatment of achondroplasia in paediatric patients whose epiphyses are not
closed. The diagnosis of achondroplasia should be confirmed by appropriate genetic testing.
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4.1 Therapeutic indications

Voxzogo 1s indicated for the treatment of achondroplasia mn paediatric patients 2-years-of age and older
whose epiphyses are not closell. The diagnosis of achondroplasia should be confirmed by appropriate

genetic testing.
4.2  Posology and method of administration

Treatment with vosoritide should be initiated and directed by a physician appropriately qualified in the
management of growth disorders or skeletal dysplasias.

Posology

Voxzogo is given as a daily subcutaneous injection. The recommended dose is based on the patient's
weight and 1s approximately between 15-30 pg/ko. where the higher dose 1s given to smallest children.,

see Table 1.

: ? - /1y ; . an
be administered using either mL graduated syringes or Unit (U) graduated syringes (see Table 1).
The measurements for the Unit sraduated syringes are equivalent to mL as follows: 0.1 mL =10
Units. For practicality reasons and to account for weight-related PK changes (see section 5.2), the
following dosing is recommended.
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Table 1: Single dose volumes by body weight in mL and Units (U) volumes

Body Dose Vosoritide 0.4 mg Vosoritide 0.56 mg Vosoritide 1.2 mg
weight (mg) solvent (water for solvent (water for solvent (water for
(kg) injections): 0.5 mL injections): 0.7 mL injections): 0.6 mL
concentration: concentration: concentration: 2 mg/mlL
0.8 mg/mL 0.8 mg/mL

Daily injection volume

mL Units mL Units mL Units
4 0.12mg 0.15mL 15U
5 0.16 mg 0.20 mL 20U
6-7 0.20 mg 0.25 mL 25U
8-11 0.24 mg 0.30 mL 30U
12-16 0.28 mg 0.35 mL 35U
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17-21 0.32mg 0.40 mL 40U
22-32 0.40 mg 0.50 mL 50U
3343 0.50 mg 0.25 mL 25U
44-59 0.60 mg 0.30 mL 30U
60-89 0.70 mg 0.35 mL 35U
290 0.80 mg 0.40 mL 40 U
Paediatric population
The safety and efficacy of Voxzogp ss-netsndieated i children aged-less than 4 months of age 1s

limited2sreass. Currently available data are described in sections 4.8, 5.1 and 5.2, but no
recommendation on a posology can be made.

4.8 Undesirable effects

Table 2: Adverse reactions in patients treated with YVoxzogo

System organ class Very common Common Uncommon
Nervous system Syncope
disorders Pre-svncope
Dhzziness

% ascular disorders Hypotension®
Gastromntestinal Vomiting MNausea
disorders
Skin and subcutaneous Hypertrichosis
tissue disorders
General disorders and Injection site Fatigue
administration site reaction®
conditions
Investigations Increased alkaline | Inereased allkaline

phosphatase s
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'n' 15 ?"’n0.15 | 2'n 0.12 4
'n' 20 ?"’n 0.20 | 2'n0.16 5
'n' 25 ?"’n 0.25 | 2"'n 0.20 6-7
'n' 30 7'n0.30 | 2'n0.24 8-11
'n' 35 2"n 0.35 2'n 0.28 | 12-16
'n' 40 7"n 0.40 A’ 0.32 | 17-21
'n' 50 7"n 0.50 2’ 0.40 | 22-32
'n' 25 7"'n 0.25 2'n 0.50 | 33-43
'n' 30 7"n 0.30 2’ 0.60 | 44-59
'n' 35 7"'n 0.35 2’ 0.70 | 60-89
'n' 40 7"'n 0.40 2"'n 0.80 90 <
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