Y

SANOFI

2020 NanyT

insulin glulisine 100 U/mL :'v9 N

MPRNDN AMNinn

Treatment of adults, adolescents and children, 6 years or older with diabetes mellitus, where
treatment with insulin is required.
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4.2 Posology and method of administration

Apidra should be administered subcutaneously in the abdominal wall, thigh or deltoid or by
continuous infusion in the abdominal wall. Injection sites and infusion sites within an injection area
(abdomen, thigh or deltoid) should be rotated from one injection to the next- in order to reduce the
risk of lipodystrophy and cutaneous amyloidosis (see section 4.4 and 4.8).

4.4 Special warnings and special precautions for use

Traceability
In order to improve the traceability of biological medicinal products, the name of the administered

product should be clearly recorded. It is recommended to record the batch number as well.

Patients must be instructed to perform continuous rotation of the injection site to reduce the risk
of developing lipodystrophy and cutaneous amyloidosis. There is a potential risk of delayed insulin
absorption and worsened glycaemic control following insulin injections at sites with these
reactions. A sudden change in the injection site to an unaffected area has been reported to result
in hypoglycaemia. Blood glucose monitoring is recommended after the change in the injection site,

and dose adjustment of antidiabetic medications may be considered.
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MedDRA Organ Very common Common Uncommon Rare Urlarewsalo
system classes t known
Immune system- Allergic-
disorders reactions
Metabolism and Hypoglycaemia Hyperglycaemia
nutrition (potentially
disorders leading to
Diabetic
ketoacidosis (1))
Eredicosdars Visual-
Retinopathy
Skin and Injection site Lipodystrophy Cutaneous
subcutaneous reactions amyloidosis
tissue disorders Local
hypersensitivity
reactions
General Systemic
disorders and hypersensitivity
administration reactions
site conditions

Skin and subcutaneous tissue disorders

Local hypersensitivity reactions (redness, swelling and itching at the injection site) may occur
during treatment with insulin. These reactions are usually transitory and normally they disappear
during continued treatment.
Lipodystrophy and cutaneous amyloidosis may occur at the injection site and delay local insulin absorption.as-
a-consequence-of failure-to- Continuous retate-rotation of the injection sites within an-the given

injection area_may help to reduce or prevent these reactions (see section 4.4).
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