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Suliqua 100/50 Suliqua 100/33

Suliqua 100/50

Each pre-filled pen contains 300 units of insulin glargine and 150 micrograms lixisenatide in 3 ml solution.
Each ml contains 100 units of insulin glargine and 50 micrograms lixisenatide.
Each dose step contains 1 unit of insulin glargine and 0.5 micrograms of lixisenatide

Suliqua 100/33

Each pre-filled pen contains 300 units of insulin glargine and 100 micrograms Lixisenatide in 3 ml solution.
Each ml contains 100 units of insulin glargine and 33 micrograms lixisenatide.
Each dose step contains 1 unit of insulin glargine and 0.33 micrograms of lixisenatide
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Suliqua is indicated in combination with metformin for the treatment of adults with type 2 diabetes
mellitus to improve glycemic control when this has not been provided by metformin alone or metformin
combined with another oral glucose lowering medicinal product or with basal insulin.
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4.4. Special warnings and precautions for use

To avoid dosing errors and potential overdoses with changing to different time zones, the patient
should seek the doctor’s advice before travelling.

4.6. Fertility, pregnancy and lactation
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Pregnancy

There iz no clinical data on exposed pregnancies from controlled clinical studies with use of Suliqua,
msulin glargine, or lixisenatide.

A large amount of data on preguant women (more th:an 1 000 pregna.ﬂ.-:y outcomes} with msulm
glargine indicate no spe slaroin

malformative nor feetofn&onatal toxicity of msuh.n glarﬁme A.m.mal data do not mdlcate reproductive
toxicity with insulin glargine.

There are no or limited amount gfadeguate data from the use of lixisenatide in pregnant women.
Studies with lixisenatide in animals have shown reproductive toxicity (see section 5.3).

Suliqua sheuld-is not reccmxnendedbe—used—dmmg pregnancy- and in women of ch11dbeanng
potential not usm,g contraceptionlfapa S =t B oE D AR OEEEH

Breast-feeding

It 1s unknown whether insulin glargine or lixisenatide ss-are excreted in human milk. A risk to the
newboms/infants cannot be excluded Breast-feeding should be discontinuedSuliquasheuld netbe-
vaed during treatment with Suliquabreast feading

5.2. Pharmacodynamis properties
Elimination

After single subcutaneous administration of the insulin glargine/lixisenatide combination, the
mean apparent clearance (CL/F) of insulin glargine was approximately 120 L/h.

After multiple-dose subcutaneous administration of Lixisenatide in patients with type 2 diabetes,
mean terminal half-life was approximately 3 hours and the mean apparent clearance (CL/F) about
35 L/h.
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https://data.health.gov.il/drugs/index.html#!/byDrug
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