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Treatment of adult and pediatric patients 6 years and over with type 1 diabetes mellitus
or adults patients with type 2 diabetes mellitus who require basal (long acting ) insulin
for the control of hyperglycemia.
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4.6 Fertility, pregnancy and lactation

Pregnancy

For insulin glargine no clinical data on exposed pregnancies from controlled clinical trials are
available. A mederate large amount of data on pregnant women (betweer-366-more than 1000
pregnancy outcomes) expesed-te-marketed-nsulin-glargine indicate no specific adverse effects of

insulin glargine on pregnancy and no specific malformative nor feto/neonatal toxicity of insulin
glargine.

Animal data do not indicate reproductive toxicity.
The use of Lantus may be considered during pregnancy, if clinically needed reeessary.

It is essential for patients with pre-existing or gestational diabetes to maintain good metabolic
control throughout pregnancy to prevent adverse outcomes associated with hyperglycemia.
Insulin requirements may decrease during the first trimester and generally increase during the
second and third trimesters. Immediately after delivery, insulin requirements decline rapidly
(increased risk of hypoglycaemia). Careful monitoring of glucose control is essential.

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.
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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 inpatients children under belew-2 6 years efage:
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