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Circular No. (45) 2020

Date: 5" novamber 2020

To All Medical Devices Authorized
Representatives

Subject: Requirements needed for
COVID-19 \SARS related requests.

The National Health Regulatory Authority
would like to inform all suppliers to provide
the following requirements for any requests
that is related to COVID-19 \SARS:

e |SO certificate for the manufacturer.

e CE approval / Emergency use approval
from a reference country.

e Verification for the certificates
attached.

e Catalog / leaflet / Artwork.

e Valid CR including the activity of
importing medical devices.

e LPO from governmental/authorized
hospital stating the product name and
quantity.

These requirements are mandatory to obtain
NHRA’s approval. Moreover, the applicant may
be asked to provide further documents,
therefore it is a must to get th approval prior
to importation to avoid any delay.

Your cooperation is highly appreciated in
improving health services in the Kingdom.
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