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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 patients 18 years and over with type 1 or 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

Injection sites should always -must-be rotated within a-given-injection-area
from-one-injectionto-the-next the same region in order to reduce the risk of lipodystrophy and

cutaneous amyloidosis (see section 4.4 and 4.8)-.

4.4 Special warnings and precautions for use
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Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number of
the administered medicinal product should be clearly recorded.

Diabetic Ketoacidosis

Basaglar is not the insulin of choice for the treatment of diabetic ketoacidosis. Instead, regular insulin
administered intravenously is recommended in such cases.

—Insulin requirements and dose adjustments

In case of insufficient glucose control or a tendency to hyperglycemic or hypoglycemic episodes, the
patient's adherence to the prescribed treatment regimen, injection sites and proper injection technique
and all other relevant factors must be reviewed before dose adjustment is considered.

Transferring a patient to another type or brand of insulin should be done under strict medical
supervision. Changes in strength, brand (manufacturer), type (regular, NPH, lente, long-acting, etc.),
origin (animal, human, human insulin analogue) and/or method of manufacture may result in the need
for a change in dose.

Injection technique

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.

4.8 Undesirable effects

Skin and subcutaneous tissue disorders

Lipodystrophy 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).

Eli Lilly Israel Ltd. 4 HaSheizaf St. 4 qrwn ,n"ya 7R Y R
P.0.Box 4246 Ra’anana 4366411 4366411 nnwvn 4246 .T.n

Tel: 09-9606234, Fax: 09-9576001 09-9576001 079 ,09-9606234 :|1970



5. PHARMACOLOGICAL PROPERTIES

51 Pharmacodynamic properties

Basaglar is a biosimilar medicinal product, that has been demonstrated to be similar in quality, safety
and efficacy to the reference medicinal product Lantus. More Bdetailed information is available on
the website of the Ministry of Health- http://www.health.gov.il/hozer/dr_127.pdf.
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