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SUMMARY OF PRODUCT CHARACTERISTICS 

NAME OF THE MEDICINAL PRODUCT 

ANATOMIC THERAPEUTIC CHEMICAL CLASSIFICATION AND 
DISTRIBUTION CATEGORY 

QUALITATIVE AND QUANTITATIVE COMPOSITION 

PHARMACEUTICAL FORM  

THERAPEUTICAL INDICATIONS 

POSOLOGY AND METHOD OF ADMINISTRATION 
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Dosage schedule 

Dosage in elderly patients 

Dosage in patients with renal or hepatic impairment  

New and recrudescent infections in adults, children and infants 

CONTRAINDICATIONS 
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SPECIAL WARNINGS AND PRECAUTIONS FOR USE 

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER     
FORMS OF INTERACTION 
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PREGNANCY AND LACTATION

EFFECT ON ABILITY TO DRIVE AND USE MACHAINES 

UNDESIRABLE EFFECTS
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OVERDOSE 

PHARMACOLOGICAL PROPERTIES 

PHARMACODYNAMIC PROPERTIES 

P. 
vivax

P. falciparum P. vivax 
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Rationale for the combination of Artemether and Lumefantrine

PHARMACOKINETIC PROPERTIES 

in vitro in vivo

in vitro
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PRECLINICAL SAFETY DATA

in vitro in vivo 
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in
vitro

PHARMACEUTICAL PARTICULARS 

INCOMPATABILITY 

SHELF LIFE 

SPECIAL PRECAUTIONS FOR STORAGE  

NATURE AND CONTENTS OF CONTAINER
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SPECIAL PRECAUTIONS FOR DISPOSAL 

REGISTRANT 


