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Jardiance Duo 12.5 mg/850 mg Jardiance Duo 5 mg/850 mg
a"n 850 /2a"n 12.5 InIT 0IN'TIX"A A"n 850/ a"n 5 INIT 0IN'TIN'A
empagliflozin 12.5 mg, metformin HCI 850 mg empagliflozin 5 mg, metformin HCI 850 mg
film coated tablets film coated tablets
Jardiance Duo 12.5 mg/1000 mg Jardiance Duo 5 mg/1000 mg
a"n 1000 / a"n 12.5 INIT OIX*TIX'A 2"n 1000 /2"n 5 IXIT 02X TN
empagliflozin 12.5 mg, metformin HCI 1000 mg empagliflozin 5 mg, metformin HCI 1000 mg
film coated tablets film coated tablets
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Jardiance Duo is indicated in adults aged 18 years and older with type 2 diabetes mellitus as an
adjunct to diet and exercise to improve glycaemic control
« in patients inadequately controlled on their maximally tolerated dose of metformin alone.
« in patients inadequately controlled with metformin in combination with other glucose-lowering

medicinal products, including insulin.
« in patients already being treated with the combination of empagliflozin and metformin as

separate tablets.
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Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672
Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com
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WARNING: LACTIC ACIDOSIS

[...]

Risk factors for metformin-associated lactic acidosis include renal impairment, concomitant use of certain drugs
(e.g., carbonic anhydrase inhibitors such as topiramate), age 65 years old or greater, having a radiological study
with contrast, surgery and other procedures, hypoxic states (e.g., acute congestive heart failure), excessive
alcohol intake,-and hepatic impairment:, and mitochondrial diseases [see Warnings and Precautions (8.1)].

[..]

:XanyTnn DTV 8. Warnings and Precautions 9'voa

8.1 Lactic Acidosis

[...]

Mitochondrial Diseases: Metformin may increase the risk of lactic acidosis in patients with mitochondrial
diseases such as mitochondrial encephalomyopathy with lactic acidosis, and stroke-like episodes (MELAS)
syndrome and maternally inherited diabetes and deafness (MIDD). JARDIANCE DUO is not recommended in
patients with mitochondrial diseases such as MELAS syndrome and MIDD.

If a patient taking JARDIANCE DUO develops elevated lactic acid levels (with or without accompanying
neurologic signs and symptoms), discontinue JARDIANCE DUQ. Depending on the clinical context, consider
evaluating the patient for MELAS, MIDD, or other mitochondrial disease.
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