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PATIENT INFORMATION LEAFLET

®
INTELECTA' @

Levocarnitine 1g/5mlAMP

1. MEDICINAL PRODUCT SPECIFICATION

1.1 Name: INTELECTA® Solution for injection 1g/5ml AMP.

1.2 Composition: Active Substance: L-Carnitine. Excipients: Water (for injection), Hydrochloric acid.

1.3 Pharmaceutical Form: Solution for injection.

1.4 Concentration in Active Substance: Each ampoule contains 1 g L-carnitine.

1.5 Description-Packaging: Card box containing 6 glass ampoules of 5 ml each and a Patient Information Leaflet.

1.6 Therapeutic Category: Treatment of L-carnitine deficiency.

1.7 Marketing Authorization Holder: UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES S.A., 14™ km
National Road 1, GR-145 64 Kifissia, Greece, Tel.: +-30 210-80 72 512, 80 72 534, Fax: +30 210-80 78 907.

1.8 Manufacturer: UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES S.A., 14" km National Road 1, GR-145
64 Kifissia, Greece, Tel.: +30 210-80 72 512, 80 72 534, Fax: +30 210-80 78 907.

2. WHAT YOU SHOULD KNOW ABOUT THIS MEDICINAL PRODUCT

2.1 General Information: L-Carnitine belongs to the group of substances that contribute in the normal function of the
human body, especially in the intermediate human metabolism.

2.2 Indications: It is administered in conditions where L-carnitine is inadequate in the body and complement is necessary
to maintain the normal range.

« Acute metabolic decompensation due to L-carnitine deficiency.

« Secondary carnitine deficiency in haemodialysis patients with end stage renal disease.

2.3 Contraindications: Do no take this medicine if you had in the past any allergic or unusual reaction to any of the
containing ingredients.

2.4 Warnings and Precautions during administration:

2.4.1 Generally: If you are diabetic patient receiving either insulin, or any other oral anti-diabetic treatment, the concomi-
tant administration of L-carnitine may result in hypoglycaemia.

For this reason you should inform your doctor before receiving L-carnitine because your plasma glucose levels must be
monitored regularly in order to adjust the anti-diabetic treatment immediately.

The safety and efficacy of oral L-carnitine has not been evaluated in patients with renal insufficiency (ABPI).

Chronic administration of high doses of oral L-carnitine may result in an accumulation of the potentially toxic metabolites,
trimethylamine (TMA) and trimethylamine-N-oxide (TMAQ), since these metabolites are usually excreted in the urine. In
this case urine, breath and sweat are giving off a strong "fish odor".

This situation has not been observed following intravenous administration of L-camnitine.

2.4.2 Pregnancy and Lactation: During pregnancy and lactation this medication should be used only when your doctor
decides that is clearly needed.

2.4.3 Effect on the ability to drive or use machinery: L-carnitine does not affect the ability to drive or use machinery.
2.5 Drug interactions: None known.

Before taking this medication, inform your doctor or pharmacist, if you are taking any other medicines, including those
obtained without a prescription.

2.6 Dosage and administration:

Administration: The Solution for injection is administered by slow (2-3 min) intravenous (IV) injection or infusion.
Administration by intravenous infusion: INTELECTA® must be diluted prior to administration by intravenous infusion.
The solution should be removed from the ampoule and added to a 250ml or 500ml solution. The final diluted solution will
have a concentration of 4mg/ml and 2mg/ml, respectively.

These solutions can be used as diluent: 0.9% sodium chloride, Lactated Ringer's, 3.33% Dextr. / 0.3% NaCl, 5.0% Dextr.
Compatibility and Stability:

The solution for injection is compatible and stable for up to 4 hours when mixed with the above mentioned diluent solutions
and stored at room temperature (25°C) in the containers of such solutions.
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Dosage:
In acute metabolic decompensation a dose of 50-100mg/kg of body weight per day in 3-4 divided doses is adminis-

tered intravenously. Higher doses could be used although an increase in adverse events, primarily diarrhoea, may occur.
Secondary L-carnitine deficiency in haemodialysis patients with end stage renal disease:

A dose of 10-20mg per kg should be administered intravenously at the end of each dialysis session (assuming three
sessions per week). The duration of intravenous treatment should be at least 3 months, which is the time usually required to
restore normal muscle levels of free carnitine. The overall response should be assessed by repeated monitoring plasma
L-carnitine levels and by evaluating the patient's symptoms.

Haemodialysis - maintenance therapy:

If significant clinical benefit has been gained by the first course of intravenous administration, the therapy can be considered
using 1 g per day of L-carnitine solution orally.

On the day of the dialysis, oral L-carnitine has to be administered at the end of the session.

Optimum dosage, in the treatment of the conditions mentioned above, should be defined after the evaluation of the
therapeutic effect by monitoring of acyl and free L-carnitine levels in the plasma and the urine.

2.7 Overdose: There have been no reports of toxicity from levocarnitine overdosage. High doses of L-carnitine may cause
diarrhoea. Stop taking this medication and inform your doctor.

2.8 Adverse reactions: Various mild gastro-intestinal complaints have been reported during administration of oral
levocarnitine, these include nausea, vomiting, abdominal cramps and diarrhoea.

In high doses a strong body odor is occurred. Decreasing the dosage often diminishes or eliminates drug-related patient
body odour or gastro-intestinal symptoms when present.

Mild myopathy-type disorders have been reported in patients with uremia. Drug tolerance should be monitored very closely
during the first week of administration and after any dosage increase.

Seizures have been reported in patients with or without seizure history, following oral or intravenous (IV) L-carnitine
administration.

Please inform your doctor if any of the above side effects or other complaint occurs for medical advice.

2.9 What you should know if you miss a dose: If you miss a dose, take it as soon as you can. If it is almost time for your
next dose, take only that dose. Do not take double or extra doses.

2.10 Expiration Date: Do not use this product after the expiry date stated on the packaging.

2.11 Storage: Please store this product in a dry place, protected from light, at temperature < 25°C.

2.12 Date of Last Revision: 11.10.2010

2.13 Particular Remarks: Medicinal product subject to medical prescription.
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UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES S.A.
14th Km National Road 1, GR-145 64 Kifissia, Greece,
Tel.: +30-210-8072512, Fax: +30-210-8078907, E-mail: unipharma@uni-pharma.gr
www.uni-pharma.gr

09.2017 U132189

7€0L




