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Acamoli Forte 50mg/ 1 ml Syrup Strawberry Flavour

Acamoli Forte 50mg/ 1 ml Syrup Tutti-Frutti Flavour

Contains: Paracetamol 50 mgs1 ml
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Analgesic, antipyretic.
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4.4 Special warnings and precautions for use
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Glutathione deficiency can also increase the risk of hepatotoxicity with paracetamol use, even at
therapeutic doses. Caution is advised for patients at risk of glutathione depletion (See section 4.9).

Hepatotoxicity at therapeutic dose

Cases of paracetamol induced hepatotoxicity, including fatal cases, have been reported in patients taking
paracetamol at doses within the therapeutic range. These cases were reported in patients with one or
more risk factors for hepatotoxicity including low body weight (adults <50 kg), renal and hepatic
impairment, chronic alcoholism, concomitant intake of hepatotoxic drugs and in acute and chronic
malnutrition (low reserves of hepatic glutathione). Paracetamol should be administered with caution to
patients with these risk factors. Caution is also advised in patients on concomitant treatment with drugs
that induce hepatic enzymes and in conditions which may predispose to glutathione deficiency (see
section 4.9).

Dosage adjustment of paracetamol should be considered where there are risk factors for glutathione
deficiency or hepatotoxicity and for those of low weight (for adults those weighing less than 50kg).

4.9 Overdose
Liver damage is possible in adults-and-adeleseents(=12years-of age} patients who have taken 7-5-g-or

mere-more than recommended doses of paracetamol. It is considered that excess quantities of a toxic
metabolite (usually adequately detoxified by glutathione when normal doses of paracetamol are
ingested), become irreversibly bound to liver tissue.

Ingestion of lewerdoses-equivalentto-Sg-ormere-of paracetamol at therapeutic doses may lead

to liver damage if the patient has risk factors. These include if:

+ They are undergoing long-term treatment with drugs that induce liver enzymes

Or

« They regularly consume ethanol in excess of advised recommended amounts

Or

« They are likely to be glutathione deplete e.g. diet (malnutrition, fasting, dietary restrictions, eating
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disorders and starvation), catabolic states (sepsis), cachexia and chronic illness (cystic fibrosis, liver

disease, HIV and muscular dystrophy).

cachexia-
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	2. לפני השימוש בתרופה
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	אם את בהיריון או מניקה, יש להיוועץ ברופא לפני התחלת השימוש בתרופה אין ליטול את התרופה, אלא אם הרופא המליץ על כך. במידת הצורך, יש ליטול את המנה הנמוכה ביותר היעילה עבורך לשיכוך הכאב ו/או להורדת החום, למשך הזמן הקצר ביותר האפשרי. היוועצי ברופא אם אין הק...
	4.9 Overdose

