Announcement 02/2019
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SUBJECT Updates on medical device marketing
authorization (MDMA) procedures following United
kingdom leaving European Union (Brexit).

ADDRESSES: Local and Overseas Medical Devices
Manufacturers and Authorized Representatives.

Effective date: January 1, 2020

In regards to the updates of United Kingdom (UK )
leaving European Union ( EU ), Saudi Food and Drug
Authority adopted a transition period up until
January 1st, 2020, during this period, SFDA will
continue accept all certificates that issued from both
European and UK conformity assessment bodies
(CABs)

Beginning January 1st, 2020, Manufacturer shall
comply with the following requirements:

1-  CE mark certificate must be issued from
accredited conformity assessment bodies
(CABs) within European Union (EU).

2-  The Authorized Representative must be
located within European Union (EU).

For further enquiries regarding this application,
please contact md.rs@sfda.gov.sa or call 19999
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