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MALARONE PAEDIATRIC TABLETS: Atovaquone 62.5 mg / Proguanil Hydrochloride 25 mg
MALARONE TABLETS FOR ADULTS: Atovaquone 250 mg / Proguanil Hydrochloride 100 mg
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Prevention of malaria:
For the prophylaxis of P.falciparum malaria, including in areas where chloroquine resistance has
been reported.
Treatment of malaria:
For the treatment of acute, uncomplicated P.flaciparum malaria.
Malarone has been shown to be effective in regions where the drugs chloroquine, halofantrine,
mefloquine, and amodiaguine may have unacceptable failure rates, presumably due to drug
resistance.
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4.2 Posology and method of administration

Table 2. Dosage for Treatment of Acute Malaria in Paediatric Patients
Atovaquone/
Weight | Proguanil HCI
(kg) Total Daily Dose Dosage Regimen

5-8 125 mg/50 mg 2 Malarone Paediatric Tablets daily for 3 consecutive
days.
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Paediatric Use

Prophylaxis of Malaria

Malarone is not indicated for the prophylaxis of malaria in paediatric patients who weigh less than
11 kg.

Safety and effectiveness have not been established in paediatric patients who weigh less than 11
kg. The efficacy and safety of Malarone have been established for the prophylaxis of malaria in
controlled trials involving paediatric patients weighing 11 kg or more.

Treatment of Malaria

Malarone is not indicated for the Treatment of Malaria in paediatric patients who weigh less than 5
ka.

Safety and effectiveness have not been established in paediatric patients who weigh less than 5 kg.
The efficacy and safety of Malarone for the treatment of malaria have been established in controlled
trials involving paediatric patients weighing 5 kg or more.

4.4 Special warnings and precautions for use

This medicine contains less than 1 mmol sodium (23 mq) per tablet, that is to say essentially
‘sodium free'.
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