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Inactive Ingredient(s)
Dextrose

Citric acid1

Sodium citrate1

Sodium hydroxide

Hydrochloric acid

Water for Injection

Citric acid1

Sodium Chloride

Sodium hydroxide1

Hydrochloric acid

Water for Injection

Route of Administration Injection

(Intravenous)

Injection

(Intravenous)

Dosage Form Injectable Injectable

Strength

200 mg/100 mL

400 mg/200 mL

600 mg/300 mL

600mg/300 mL2

2    Hospira is choosing to develop only the 600 mg/300 mL (2 mg/ml) product presentation.

Summary 
In the absence of clinical data in this submission, there were no statistical issues to report.  
The decision on this application is deferred to other disciplines.
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