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Announcement (01) 12/2020
(following the Announcement (1) 07/2020)

(Y-Y-/-V (V) oy Galadl Medt Bletl )

SUBJECT: extending deadline for receiving requests for
marketing authorization applications via GHTF route.
ADDRESSES: Local and Overseas Medical Devices

Manufacturers and Authorized Representatives.

In reference to the requirements for medical devices
listing published
(22/06/2020). Stating that the last day for accepting
applications via the GHTF route is (01/01/2020). SFDA

and  marketing  authorization

would like to inform you the following:

v Receiving new marketing authorization requests via the
GHTF route will be extended until (01/07/2021), and
optionally via the Saudi Route (TFA), SFDA reserve the
right to request the technical file or part of it whenever
needed.

v Receiving renewal and updating marketing

authorization requests via the GHTF route will be until

01/01/2022,

For further inquiries regarding this announcement, please

contact md.rs@sfda.gov.sa or call 19999.
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