Announcement (10) 10/2019
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SUBJECT: Rationing the use of dental amalgam
fillings.

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

Effective date: (09/10/1441H) Corresponding to
(01/06/2020G).

In accordance to MENIMATA agreement recently
joined by the Kingdom of Saudi Arabia, SFDA
would like to announce Rationing the use of
dental amalgam fillings, and requesting
manufacturers and importers to add a warning
statements on the label of the product as fallow:

- Warning: do not use on pregnant &
breastfeeding women.

- Warning: do not use on primary teeth and
children under the age of 15 yours old.

In addition, importation of amalgam fillings will
be Restricted to encapsulated form (Fixed weight
plastic packaging).

In this regard, new requirements will be applied
starting from (09/10/1441H) Corresponding to
(01/06/2020G).

For further enquiries regarding this
announcement, please contact
md.rs@sfda.gov.sa

or call 19999.
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