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Onderwerp: Vaccinations for inspectors (Sputnik-V, GCP inspection in Russia)

Dear 5.1.2e

We would like to thank you for nominating mlto conduct the GCP inspections of two investigator sites, the sponsor
and CRO sites in Russia, on behalf of the EMA. As a smooth and successful conduct of the inspections will be critical to the timely
authorisation of the Covid-19 vaccine (Gam-COVID-Vac components I&II, aka Sputnik V) in the European Union and will help
with increasing the availability of vaccines for the general public, the EMA would like to make sure that the inspection team is
vaccinated against Covid-19 at least 3 weeks prior to the start of the inspection.

As this mission is very important from the public health perspective and inspectors falling ill before or during the inspection could
hinder or jeopardise the inspection process, we would like to strongly recommend that the inspectortimely
receives a Covid-19 vaccine.

Thank you very much again for your cooperation and support in this matter.

With best wishes
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