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Each mL contains 100 units insulin glargine (equivalent to 3.64 mg).
Each pen contains 3 mL of solution for injection, equivalent to 300 units.
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Treatment of adult and pediatric patients,38 6 years and over, with type 1 diabetes mellitus or adult patients with
type 2 diabetes mellitus who require basal (long acting) insulin for the control of hyperglycemia.
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4.2 Posology and method of administration
Special population

Pediatric population

Safety and efficacy of Basaglar have been established in adolescents and children of 6 years and above. In children,
efficacy and safety of Basaglar have only been demonstrated when given in the evening. Due to limited experience
on the efficacy and safety of Basaglar in children below the age of 6 years, Basaglar should only be used in this age
group under careful medical supervision. Basaglaris-hrotindicated-foruse-inchildrenand-adolescents under18
veaeselds

4.8 Undesirable effects

Pediatric population

In general, the safety profile for children and adolescents (< 18 years of age) is similar to the safety

profile for adults.

The adverse reaction reports received from post marketing surveillance included relatively more

frequent injection site reactions (injection site pain, injection site reaction) and skin reactions (rash,

urticaria) in children and adolescents (< 18 years of age) than in adults.

Clinical study safety data are not available for children under 2 years.
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