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Competact 15 mg/850 mg, Film-coated Tablets
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Contains: Metformin hydrochloride 850 mg
Pioglitazone (as hydrochloride) 15 mg
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Competact is indicated as second line treatment of type 2 diabetes mellitus adult patients, particularly
overweight patients, who are unable to achieve sufficient glycaemic control at their maximally tolerated dose
of oral metformin alone.

After initiation of therapy with pioglitazone, patients should be reviewed after 3 to 6 months to assess
adequacy of response to treatment (e.g. reduction in HbA.). In patients who fail to show an adequate
response, pioglitazone should be discontinued. In light of potential risks with prolonged therapy, prescribers
should confirm at subsequent routine reviews that the benefit of pioglitazone is maintained.
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4.2  Posology and method of administration

[...]

A GFR should be assessed before initiation of treatment with metformin containing products and at least
annually thereafter. In patients at increased risk of further progression of renal impairment and in the elderly,
renal function should be assessed more frequently, e.g. every 3-6 months.

The maximum daily dose of metformin should preferably be divided into 2-3 daily doses. Factors that may
increase the risk of lactic acidosis (see section 4.4) should be reviewed before considering initiation of
metformin in patients with GFR < 60 mL/min.

If no adequate strength of Competact is available, individual monocomponents should be used instead of the
fixed dose combination.



GFR mL/min | Metformin Pioglitazone

60-89 Maximum daily dose is 3,000 mg.
Dose reduction may be considered in
relation to declining renal function.

45-59 Maximum daily dose is 2,000 mg. No dose adjustment.
The starting dose is at most half of the | Maximum daily dose is 45 mg
maximum dose.

30-44 Maximum daily dose is 1,000 mg.
The starting dose is at most half of the
maximum dose.

<30 Metformin is contra-indicated

[.]

4.3 Contraindications

[.]

Any type of acute metabolic acidosis (such as lactic acidosis, diabetic ketoacidosis)

Severe renal failure (GFR < 30 mL/min) Renalfailure-orrenal-dysfunction{creatinine-clearance

Lactic ac1d051s a very rare but serious metabollc comphcatlon most often occurs at acute Worsenmg of renal
function or cardiorespiratory illness or sepsis. Metformin accumulation occurs at acute worsening of renal
function and increases the risk of lactic acidosis.

In case of dehydration (severe diarrhoea or vomiting, fever, heat, reduced fluid intake), Competact should be
temporarily discontinued and contact with a health care professional is recommended.

Medicinal products that can acutely impair renal function (such as antihypertensives, diuretics and
nonsteroidal anti-inflammatory drugs (NSAIDs)) should be initiated with caution in metformin treated
patients. Other risk factors for lactic acidosis are excessive alcohol intake, hepatic insufficiency,
inadequately controlled diabetes, ketosis, prolonged fasting and any conditions associated with hypoxia, as
well as concomitant use of medicinal products that may cause lactic acidosis (see sections 4.3 and 4.5).

Patients and/or care-givers should be informed on the risk of lactic acidosis. Lactic acidosis is characterised
by acidotic dyspnoea, abdominal pain, muscle cramps, asthenia and hypothermia followed by coma. In case
of suspected symptoms, the patient should stop taking Competact and seek immediate medical attention.



Diagnostic laboratory findings are decreased blood pH (<7.35), increased plasma lactate levels
(> 5 mmol/L) and an increased anion gap and lactate/pyruvate ratio.

Renal function

GFR should be assessed before treatment initiation and regularly thereafter, see section 4.2. Metformin is
contraindicated in patients with GFR <30 mL/min and should be temporarily discontinued in the presence of
conditions that alter renal function, see section 4.3.

[.]

Surgery
As Competact contains metformin hydrochloride, it must be discontinued at the time of surgery under

general, spinal or epidural anesthesia. Therapy may be restarted no earlier than 48 hours following surgery or

Others
The risk of fractures should be considered in the long term care of patients wemen treated with pioglitazone
(see section 4.8).

[.]

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Combinations requiring precautions for use

Some medicinal products that can adversely affect renal function which may increase the risk of lactic
acidosis, e.g. NSAIDS, including selective cyclo-oxygenase (COX) Il inhibitors, angiotensin-converting
enzyme (ACE) inhibitors, angiotensin I receptor antagonists and diuretics, especially loop diuretics. When
starting or using such products in combination with Competact, close monitoring of renal function is
necessary.
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