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Glyxambi 25mg/5mg Glyxambi 10mg/5mg
a"n 5/2"n 25 anop'na a"n 5/2"n 10 anop'a

empagliflozin 25 mg and linagliptin 5 mg empagliflozin 10 mg and linagliptin 5 mg
film-coated tablets film-coated tablets
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GLYXAMBI tablets are indicated as an adjunct to diet and exercise to improve glycemic control
in adults with type 2 diabetes mellitus when treatment with both empagliflozin and linagliptin is
appropriate.

Limitations of Use

GLYXAMBI is not recommended for patients with type 1 diabetes or for the treatment of diabetic
ketoacidosis.

GLYXAMBI has not been studied in patients with a history of pancreatitis. It is unknown whether
patients with a history of pancreatitis are at an increased risk for the development of pancreatitis
while using GLYXAMBI.
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:Xan y1nn PTIY 8. WARNINGS AND PRECAUTIONS qwoa

[...]

8.5 Hypoglycemia with Concomitant Use with Insulin and Insulin Secretagogues
Insulin and insulin secretagogues are known to cause hypoglycemia. The risk of hypoglycemia

is increased when GLYXAMBI is used use-ofempagliflozin-or-hinaghptin-in combination with
an insulin secretagogue (e.g., sulfonylurea) or insulin-was-asseectated-with-a-higherrate-of
hypoglycemia-compared-with-placebe-ina-elinteal-trial. Therefore, a lower dose of the insulin

secretagogue or insulin may be required to reduce the risk of hypoglycemia when used in
combination with GLYXAMBI.

[...]
:Xan y1nn PTIv.9 ADVERSE REACTIONS q'woa

[...]

9.2 Postmarketing Experience

Additional adverse reactions have been identified during postapproval use of linagliptin and
empagliflozin. Because these reactions are reported voluntarily from a population of uncertain
size, it is generally not possible to reliably estimate their frequency or establish a causal
relationship to drug exposure.

[...]

Constipation was added under Gastrointestinal Disorders.

*For the full list of adverse reactions, please see the Israeli prescribing information.

[...]

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation 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

https://sideeftects.health.gov.il/
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Table 3 Clinically Relevant Interactions with GLYXAMBI

[...]

Insulin or Insulin Secretagogues

Clinical Impact The risk of hypoglycemia is increased when GLYXAMBI is used
Empagliflozin-ordinaghptin in combination with an insulin secretagogue (e.g.,
sulfonylurea) or insulin was-asseetated-with-a-higherrate-efhypoglyeemia
compared-withplacebo-tnachnteabtriak

Intervention Coadministration of GLYXAMBI with an insulin secretagogue (e.g.,
sulfonylurea) or insulin may require lower doses of the insulin secretagogue or
insulin to reduce the risk of hypoglycemia.

Lithium

Clinical Impact Concomitant use of an SGLT2 inhibitor with lithium may decrease serum
lithium concentrations.

Intervention Monitor serum lithium concentration more frequently during GLYXAMBI
initiation and dosage changes.

[...]

:xan yTnan pPTIY 15. NONCLINICAL TOXICOLOGY q'woa

15.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
GLYXAMBI
No carcinogenicity, mutagenicity, or impairment of fertility studies have been conducted with the

combination of empaghﬂozm and linagliptin. Ge&e%ai—teaaer@—s&&es—m&ts—&p—te—l%—weeks—wefe
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