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Special 
instructions 
for product 
preparation 
(e.g., 
reconstitution 
and resulting 
concentration, 
dilution, 
compatible 
diluents, 
storage 
conditions 
needed to 
maintain the 
stability of the 
reconstituted 
or diluted 
product)

• Check if correct VOXZOGO strength and prefilled diluent 
syringe co-pack is selected based on the patient’s body weight.
• Remove VOXZOGO vial and prefilled diluent syringe (Sterile 
Water for Injection, USP) from the refrigerator and let them reach 
room temperature before reconstituting VOXZOGO.
• Attach the diluent needle provided with ancillary supplies to the 
diluent prefilled syringe 
• Inject the entire diluent prefilled syringe volume into the vial.
• Gently swirl the diluent in the vial until the white powder is 
completely dissolved. Do not shake.
• Parenteral drug products should be inspected visually for 
particulate matter and discoloration prior to administration 
whenever solution and container permit. Once reconstituted 
VOXZOGO is a clear, colorless to yellow liquid. The solution 
should not be used if discolored or cloudy, or if particles are 
present.
• After reconstitution, VOXZOGO can be held in the vial at a 
room temperature 68°F to 77°F (20°C to 25°C) for a maximum of 
3 hours.
• For administration, extract the required dose volume from the 
vial using the supplied administration syringe.

Discard any unused portion. Do not pool unused portions from 
the vials. Do not administer more than 1 dose from a vial. Do not 
mix with other medications. 

Adequate per revision:

Change to: 20°C to 25°C
(68°F to 77°F)
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1.2.3 Section 11 (DESCRIPTION)
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“structurally unique 
molecular entity” 

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING)
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has a warning such as “Do 
not eat.”
Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature. Refrigerate VOXZOGO 

vials at 36°F to 46°F 
(2°C to 8°C) 

VOXZOGO can be 
stored at room 
temperature 68°F to 
77°F (20°C to 25°C); 
excursions permitted to 
15°C to 30°C (59°F to 
86°F) for 90 days. Do 
not return VOXZOGO 
to the refrigerator once 
stored at room
temperature.

Adequate per revision

change to 

Refrigerate VOXZOGO vials 
at 2°C to 8°C (36°F to 46°F)

VOXZOGO can be stored at 
room temperature 20°C to 
25°C (68°F to 77°F); 
excursions permitted to 15°C 
to 30°C (59°F to 86°F) for 90 
days. Do not return 
VOXZOGO to the 
refrigerator once stored at 
room temperature.

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.”

N/A Adequate

Include information about 
child-resistant packaging

N/A Adequate

1.2.5 Manufacturing Information After Section 17 (for drug products)
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Ali Mohamadi, Ph.D., 4/12/2021

Secondary Assessor Name and Date (and Secondary Summary, as needed): 
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