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GRANUPAS is indicated for use as part of an appropriate combination regimen for multi-drug resistant
tuberculosis in adults and paediatric patients from 28 days of age and older when an effective treatment
regimen cannot otherwise be composed for reasons of resistance or tolerability.
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4.1 Interaction with other medicinal products and other forms of interaction

Antiretrovirals

interaction study in healthy subjects with para-aminosalicylic acid calcium (PAS-Ca

formulation, the exposure of tenofovir decreased approximately 3-fold when co-administered with
multiple doses of 4000 mg PAS-Ca compared with administration of tenofovir alone. The mechanism

behind this interaction is unknown. No clinical interaction data is available to determine the relevance of
this interaction to the current PAS formulation, but attention should be paid to the potential risk for
decreased efficacy of tenofovir when co-administered with para-amino salicylic acid.
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