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Gla-100 Toujeo®

For illustrative purposes only

This study compared metabolism and metabolite pharmacokinetic (PK) profiles of investigational new insulin
glargine U300 (Gla-300) with insulin glargine 100 U/ml in people with type 1 diabetes. Participants received 0.4
(n=18) or 0.6 U/kg Gla-300 (n=12), and 0.4 U/kg Gla-100 (n=30) once daily in randomized order for 8 days prior to
a 36-h euglycaemic clamp.

Toujeo® has more constant and prolonged PK/PD profile
beyond 24 hours?
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INSULIN GLARGINE

FROM THE MAKERS
OF LANTUS®
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Next Generation Insulin Glargine for
the Treatment of Patients with Diabetes

More stable and prolonged activity profile
beyond 24 hours®

Less glucose fluctuation than Gla-100¢

Lower risk of both nocturnal and anytime
hypoglycaemia than Gla-100’
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Significantly less weight gain than Gla-100°
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The advantage of dosing flexibility when
needed’

TOUJEO® (insulin glargine 300 units/ml) - Abbreviated Prescribing Information

NAME AND PRESENTATION: Toujeo 300 units/ml, solution for injection in a prefilled pen. 1 mi of solution contains 300 units of insulin glargine. Each SoloStar prefilled pen contains 1.5 ml of solution for injection (equivalent to 450 units). THERAPEUTIC INDICATIONS: Treatment
of diabetes mellitus in adult, adolescents and children from the age of 6 years. POSOLOGY AND METHOD OF ADMINISTRATION: Toujeo is a basal insulin for once-daily administration at any time of the day, preferably at the same time every day. When needed, patients
can administer Toujeo up to 3 hours before or after their usual time of administration. The dose regimen (dose and timing) should be adjusted according to individual response. In fype 1 diabetes mellitus, Toujeo is fo be used once-daily and must be combined with
short-/rapid-acting insulin to cover mealtime insulin requirements. In patients with type 2 diabetes meliitus, the recommended daily starting dose is 0.2 units/kg. Toujeo can also be given together with other anti-hyperglycaemic medicinal products. Switch: When
switching from insulin glargine 100 units/ml to Toujeo, this can be done on a unit-to-unit basis. When switching from a freatment regimen with an intermediate or long-acting insulin fo a regimen with Toujeo, a change of the dose of the basal insulin may be required and
the concomitant anti-hyperglycaemic treatment may need to be adijusted. Close during the switch and in the inifial weeks thereatter. For switch details see full SmPC. Special populations: Toujeo can be used in elderly people,
renal and hepatic impaired patients, and children and adolescents from the age of 6 years. Renal impai &hepatic i insulin may be i Elderly: of renal function may lead fo a steady decrease in insulin
requirements. Children: Toujeo can be used in adolescents and children from the age of 6 years based on the same principles as for adult patients, and the safety and efficacy of Toujeo in children below 6 years of age have not been established. Method of
administration: For subcutaneous use only. Toujeo must not be administered infravenously or in insulin infusion pumps. Toujeo SoloStar prefilied pen has been specifically designed for Toujeo, therefore no dose re-calculation is required. Toujeo must nor be drawn from
the cartridge of the SoloStar pre-filled pen info a syringe or severe overdose can result. Injection sites must be rotated within a given injection area from one injection to the nex, in and

order to reduce the risk of lij
details see full SmPC. CONTRA-INDICATIONS: itivity to the active or to any of the ipi listed in the full SmPC. SPECIAL WARNINGS AND PRECAUTIONS FOR USE: In order to improve the traceability of blologlcul medlclnal pmducls fhe name und the
batch number of the administered product should be clearly recorded. Toujeo is not the insulin of choice for the freatment of diabetic ketoacidosis. The prolonged effect of insulin glalglrle may delay lecovely Ilom If is used in

with insulin, especially in patients with risk factors for development of cardiac heart failure, patients should be observed for signs and symptoms of heart failure, weight gain and oedem should be if any deterioration in cardiac

oceurs. For further details on special warnings and precautions for use see full SMPC. DRUG INTERACTIONS: Substances that may enhance or reduce the blood-glucose-lowering activity and merease suscepilblll'v 1o hypoglycaemia are detailed in the full SmPC.
PREGNANCY AND LACTATION: There is no clinical experience with use of Toujeo in pregnant women. For insulin glargine no clinical data on exposed pregnancies from controlled clinical studies are available. A large amount of data on pregnant women indicate no
specific adverse effects on pregnancy and no specific malformative nor fefolneonatal toxicity of insulin glargine. The use of Toujeo may be considered during pregnancy if clinically needed. EFFECTS ON ABILITY TO DRIVE: Patients should be advised 1o fake precautions
fo avoid hypoglvcaemla whilst iring. UNDESIRABLE EFFECTS: Very ia may occur if the insulin dose is too high in relation to the insulin requirement. Common: Injection site reactions. Injection site reactions include redness, pain,
itching, hives, swelling, o and idosis with not known For rare & very rare adverse events please consult the full SmPC. OVERDOSAGE: Mild episodes of hypoglycaemia can usually be freated with oral
carbohydrates. More severe episodes may be freated with i or i glucose. PHARMACOLOGICAL PROPERTIES: ATC Code: A10A E04. MARKETING AUTHORIZATION HOLDER: Sanofi-Aventis Deutschiand GmbH, D
65926 Frankfurt am Main, Germany. LEGAL CATEGORY: Medicinal product subject to medical iption. DATE of Updated on April 2021 based on last SmPC related o version 5 CCDS. Before prescribing the product always refer fo
your full local as this i ion may vary from country o country.
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