Kingdom of Saudi Arabia

Saudi Food & Drug Authority
(255)
Medical Devices Sector
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Announcement

-
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Manufacturers, importers and distributors of intense pulsed light
(IPL) hair removal

Salam Alaikum,

Subject: Enforcement of Medical Devices interim regulation
issued by the Saudi Food and Drug Authority, Board of Directors
decree number 1-8-1429 and dated 27 December 2008 on

intensive pulsed light hair removal devices.

SFDA would like to announce to manufacturers, importers and
distributors of intense pulsed light devices used for hair removal
to comply with the requirements of the medical device interim
including :

Reporting incidents of such devices through the
National Center for Medical Devices Reporting

www.ncmdr.sfda.gov.sa

Complying with the requirements of tracking these devices,
documenting their sources, selling and distributing points
within the supply chain to be submitted to the Authority in case

of request.

These devices will not get clearance through the port of entry and
it will be prohibited to market it within the kingdom after the date
of 6 April 2019, unless all the requirements of the Medical Devices

interim regulation are met.
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