MERCK

Glucophage XR 500 / 750 / 1000 mg (metformin hydrochloride),
Prolonged Release Tablets
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Reduction in the risk or delay of the onset of type 2 diabetes mellitus in adult, overweight patients with
IGT* and/or IFG*, and/or increased HbA1C who are:
o at high risk for developing overt type 2 diabetes mellitus and
o still progressing towards type 2 diabetes mellitus despite implementation of intensive lifestyle
change for 3 to 6 months
Treatment with Glucophage XR must be based on a risk score incorporating appropriate measures of
glycaemic control and including evidence of high cardiovascular risk.
Lifestyle modifications should be continued when metformin is initiated, unless the patient is unable to
do so because of medical reasons.
*|GT: Impaired Glucose Tolerance; IFG: Impaired Fasting Glucose

Treatment of type 2 diabetes mellitus in adults, particularly in overweight patients, when dietary

management and exercise alone does not result in adequate glycaemic control. Glucophage XR may be
used as monotherapy or in combination with other oral antidiabetic agents, or with insulin.
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4.4 Special warnings and precautions for use

Lactic acidosis:

...

Patients with known or suspected mitochondrial diseases:

In patients with known mitochondrial diseases such as Mitochondrial Encephalopathy with Lactic Acidosis,
and Stroke-like episodes (MELAS) syndrome and Maternal inherited diabetes and deafness (MIDD),
metformin is not recommended due to the risk of lactic acidosis exacerbation and neurologic complications
which may lead to worsening of the disease.

In case of signs and symptoms suggestive of MELAS syndrome or MIDD after the intake of metformin,
treatment with metformin should be withdrawn immediately and prompt diagnostic evaluation should be
performed.
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4.6 Fertility, pregnancy and lactation

(..

Women of childbearing potential:

In premenopausal women, treatment with Glucophage XR may result in ovulation in anovulatory women,
which may lead to unintended pregnancy.
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Tel: +972 8 9382610

Fax: +972 8 9403152

office.israel@merckgroup.com
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