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Carnitine Solution 30% oral solution

Contains: L-Carnitine 300 mg/ml
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- Systemic and myopathic carnitine deficiency.
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4.4 Special warnings and precautions for use

[..]

In patients with previous seizure activity, L-carnitine administration may increase the incidence
and/or severity of seizure attacks. In patients with underling predisposing conditions, treatment
with L-carnitine may trigger the convulsive crisis.

[..]

Very rare cases of increased INR (International Normalized Ratio) have been reported in patients
treated concomitantly with coumarin drugs (see sections 4.8 and 4.5). In patients taking
anticoagulants together with CARNITINE, the INR - or other suitable coagulation tests - should be
checked weekly until stable values are reached and thereafter monthly.
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4.5 Interaction with other medicinal products and other forms of interaction

Interaction between L-carnitine and coumarin drugs cannot be excluded.

Very rare cases of increased INR (International Normalized Ratio) have been reported in
patients treated concomitantly with coumarin drugs (see sections 4.8 and 4.4).

The INR — or other appropriate coagulation tests — should be checked weekly until they
become stable, and then monthly in patients taking anticoagulants together with CARNITINE
SOLUTION 30% (see section 4.4).

[..]

Concomitant administration of CARNITINE SOLUTION 30% with drugs that induce
hypocarnitaemia due to increased loss of renal carnitine (valproic acid, prodrugs containing
pivalic acid, cephalosporins, cisplatin, carboplatin and ifosfamide) may reduce the availability
of L-carnitine.

4.8 Undesirable effects

Nervous System Disorders

Uncommon: Headache

Not known: Convulsions *, dizziness
Cardiac disorders

Not known: | Palpitations

Vascular disorders

Uncommon: | Hypertension, hypotension

Respiratory, thoracic and mediastinal disorders

Not known: |

Dyspnea

Gastrointestinal Disorders

[

Uncommon:

Dysgeusia, dyspepsia, dry
mouth

Skin and subcutaneous tissue disorders

[

Not known: |

Pruritus, rash

Musculoskeletal and connective tissue disorders

Uncommon:

Muscle spasms

Not known: [..]

muscle tightness

Systemic disorders and administration site conditions

Uncommon:

Chest pain, feeling abnormal,
pyrexia*#**

Diagnostic tests
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Uncommon: Blood pressure increased

Very rare: Increased INR*##*

* Seizures have been reported in patients, with or without a history of seizure activity, who
receive L-carnitine orally. L-carnitine administration may increase the incidence and/or
severity of seizure attacks. In patients with underling predisposing conditions, treatment
with L-carnitine could trigger convulsive crisis.

SEES o oooc TMAO in the blood with consequent trimethylaminuria, pathological condition
characterized by a strong "fishy odor" present in urine, in the breath and sweat of the patient
(see section 5.2 "Pharmacokinetic properties")

*#*%* Very rare cases of increased INR (International Normalized Ratio) have been reported
in patients treated concomitantly with coumarin drugs (see sections 4.4 and 4.5).

4.9 Overdose

High doses and long-term administration of L-carnitine have been associated with diarrhoea. L-
carnitine is readily removed from the blood by dialysis.
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