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Humalog Mix50 100 units/ml suspension for injection in cartridge
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Each ml contains 100 units of insulin lispro* (equivalent to 3.5mg).
Each cartridge contains 300 units of insulin lispro in 3 ml suspension.
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For the treatment of patients with diabetes mellitus who require insulin for the maintenance of
normal glucose homeostasis.
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4.4 Special warnings and precautions for use

Avoidance of medication errors

Patients must be instructed to always check the insulin label before each injection to avoid
accidental mix-ups between the two different strengths of Humalog as well as other insulin

products.

Excipients

This medicinal product contains less than 1 mmol sodium (23 maq) per dose, i.e., essentially
“sodium-free”.
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4.6 Fertility, pregnancy and lactation
Fertility

Insulin lispro did not induce fertility impairment in animal studies (see section 5.3).

4.8 Undesirable effects

Reporting suspected adverse reactions after authorization of the medicinal product is important.
It allows continued monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the
National Regulation by using an online form

https://sideeffects.health.gov.il

6.6 Special precautions for disposal and other handling

Instructions for use and handling
To prevent the possible transmission of disease, each cartridge must be used by one patient
only, even if the needle on the delivery device is changed. The patient should discard the
needle after every injection.

The Humalog Mix50 should be examined frequently and should not be used if clumps of
material are present or if solid white particles stick to the bottom or wall of the container, giving it
a frosted appearance.

a&) Preparing a dose

Cartridges containing Humalog Mix 50 should be rotated in the palms of the hands ten times
and inverted 180° ten times immediately before use to resuspend the insulin until it appears
uniformly cloudy or milky. If not, repeat the above procedure until contents are mixed.
Cartridges contain a small glass bead to assist mixing.

Do not shake vigorously as this may cause frothing which may interfere with the correct

measurement of the dose.

Humalog Mix50 cartridges are to be used with a Lilly reusable insulin pen and should not be

used with any other reusable pen as the dosing accuracy has not been established with other
ens.

The instructions with each individual pen must be followed for loading the cartridge, attaching
the needle and administering the insulin injection.
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b} Injecting a dose

If using a pre-filled or reusable pen refer to the detailed instructions for preparing the pen and
injecting the dose, the following is a general description.
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