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4.2 Posology and method of administration

Posology

The potency of human insulin is expressed in international units.

Mixtard dosing is individual and determined in accordance with the needs of the patient.
Premixed insulin medicinal products are usually given once or twice daily when a rapid
initial effect together with a more prolonged effect is desired. Blood glucose monitoring is
recommended to achieve optimal glycaemic control.

The individual insulin requirement is usually between 0.3 and 1.0 international unit/kg/day.

Ad]ustment of dose may be necessary 1f patients undertake increased physical act1v1ty,
change their usual diet or during concomitant illness.

Special populations

Elderly (= 65 years old)
Mixtard can be used in elderly patients.

Aswith-all-insulin-medieinal produets—in-In elderly patients, glucose monitoring should be

intensified and the insulin dose adjusted on an individual basis.

Renal and hepatic impairment

Renal or hepatic impairment may reduce the patient’s insulin requirements.
As-with-all-nsulin-medieinal produets—in-In patients with renal or hepatic impairment,
glucose monitoring should be intensified and the human insulin dose adjusted on an
individual basis.

Method of administration

Mixtard is administered subcutaneously by injection in the thigh, the abdominal wall,
the gluteal region or the deltoid region. Injection sites should always be rotated with-
in the same region in order to reduce the risk of lipodystrophy and cutaneous amy-
loidosis (see sections 4.4 and 4.8). Insulin suspensions are never to be administered
intravenously. Injection into a lifted skin fold minimises the risk of unintended in-
tramuscular injection.
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4.4 Special warnings and precautions for use:

Skin and subcutaneous tissue disorders

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 from an affected to an
unaffected area, and dose adjustment of antidiabetic medications may be considered.

Avoidance of accidental mix-ups/medication errors
Patients must be instructed to always check the insulin label before each injection to avoid
accidental mix-ups between Mixtard 30 and other insulin products.

4.8 Undesirable effects

Skin and subcutaneous tissue disorders

Lipodystrophy (including lipohypertrophy, lipoatrophy) and cutaneous amyloidosis may occur at the
injection site and delay local insulin absorption. Continuous rotation of the injection site within the
given injection area may help to reduce or prevent these reactions (see section 4.4).
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