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To: All Pharmaceutical Importers and Healthcare Professionals
Emergency use of Remdesivir in the context of the Covid-19 Pandemic

The National Drug Authority (NDA) authorized Remdesivir importation into Uganda due the
growing scientific and clinical evidence of potential clinical outcomes in the management of
Covid-19.

Remdesivir was approved by NDA under the Emergence Use framework to be used in
treatment of Covid-19, in adults and children (12 years of age and older or weighing over
40kg) hospitalised with severe disease.

Under the emergency framework, several conditions are to be followed by importers while
importing the drug and clinicians while using the drug.

These included but not limited to;

1) Importation is strictly for use within health care facilities designated for management
of Covid-19.

2) The importer has to avail evidence of compliance with regulation 3(3) and (4) of the
National Drug Policy and Authority (pharmacovigilance) regulation 2014. The
importer is required to submit safety update reports every three months, individual
case reports on all serious adverse drug reactions and foreign regulatory actions
related to the safety of Remdesivir to NDA.

3) The importer has to submit accountability and reconciliations for the distributed
products.

4) The pharmacist in charge at health facilities shall submit periodic accountability on
the use and the distribution as and when required by NDA. There should be
responsibility for the safety of patients during the usage of the product.

5) It's important that all clinicians ensure that hepatic laboratory testing and renal
assessment is done for all patients that are to receive Ramdesivir as provided in the
product labeling information.

6) It's important that prothrombin time is determined for all patients that are to receive
Remdesivir.
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