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ln accordance wlh the regulatoヮ ro:e Ofthe Saudifood and drug authonり (sFDA)and IS mも JOn to insure the

Safeり and effecJveness of medical devices,SFDA is emphasizing thattheッ mustinfOrm the SFDA through the'

Nationa!Centerfor medica:devices rePorting aboutthe fo‖ owing:

― upon receipt of tteld Safeッ nOdCes/RecalL from Manufacturer or aり 。ther source(Fidd Safeッ nOtに es/

Recalls PuЫもhed in other regulatoヮ authO●ties sites)

― a‖ RcPortable adverse events immediateり ,

Therefore′ SFDA is urging a‖ estab!ishments to compり w[h requlrements of informing the SFDA wih Field Safeッ

nolces/Recal:s and reportab!e adverse events of medical devices or willtake the necessaヮ :egal acdons to ensure the

Safeツ Of Pub:ic health from the date of 1 5/7/1439(h)01/04/2018

For rnore inf。「mation′ view and fo‖ ow 6uidance on Requirements for Fo‖ owing UP and Closing Medical Devices Field

Safeッ Noices(MDS-622)

Thankyou for continuous cooperation and contribution.

Executive Department for Surveillance & biometrics
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3292 Northern Ring Rd ‐AI Nafal District‐ Riyadh 13312-6288-Kingdom of Saudi Arabia‐ Tel:+96612038222-Fax:+96612757245
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