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Regulatory Directive on Discontinued Registration of Halofantrine formulations

Purpose:

This Regulatory Directive stipulates the discontinued registration and use of
Halofantrine formulations in the treatment of Malaria.

Halofantrine is an antimalarial drug which belongs to the phenanthrene class of
compounds that includes quinine and lumefantrine. The compound was registered by
the Agency for the treatment of malaria. However, the use of single compound
formulation for the treatment of malaria is discouraged by the World Health

Organization.

Scope:
This Regulatory Directive applies to locally manufactured and imported Halofantrine

formulations (all strengths and dosage forms).

Directive Details:
NAFDAC no longer accepts New, Renewal And Variations applications for locally
manufactured and imported Halofantrine formulations (all strengths and dosage

forms).
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