P b A -
T A Ty

Kingdom of Saudi Arabia ' Aungoull du inll A 1asll
Saudi Food & Drug Authority 2 dogallg danll delall duall

(255) (Yes)
Medical Devices Sector ddall Sleiidl 935 Y pllad

Szl 33291 50LiSy 2ad oloss § Ldluayd Ladinss lsulls o1 iall Aaladl Aisd) 4 pods I LB gl (pe Ll
U M) 550 bl § cnaiuaal] casgilall cultlly ((ruigilal! meelies o) el (raiiaall aS355 Al o3 L 2udal)
1ok Aadl Adadl Slenilly 552¥1 Sl byl

L &3 Agla ) Sl adlse § 3)9ddll o aliall (e Leali wie lslearad /Al Sllis) alhlad] -

L ladl sgd Sl iad Lle gdais &) 2edadl cilazilly 35230 ALl Sslgally SLALL -

Al Jens dgud « Andadl cilanilly 53 Sl abogdl S, 8 lelya b alAY aue Jl> (@ 4l 4ude 2l
o S ; & ¢ ¢ 3 :

2l (e foy Aaladl Axsally 2dbdl e Llaxll JUzedl aue e 25AL Slsdall Gudais 201 olel2Y)
.#2018/04/01 3815l 21439/7/15

Audall clmzilly 35S el 1) Shlad) GMels Aaplie cldlazl goladl Sl e oY1 Sy ilaglall (pe wsslg
(MDS-G22)
v pSaglamy pSUglal e @S LSS
Bgandl Lualuilly 208, uianll 515!

In accordance with the regulatory role of the Saudi food and drug authority (SFDA ) and its mission to insure the
safety and effectiveness of medical devices, SFDA is emphasizing that they must inform the SFDA through the '
National Center for medical devices reporting about the following :

- upon receipt of Field Safety notices/ Recalls from Manufacturer or any other source (Field Safety notices/

Recalls published in other regulatory authorities sites)

- all Reportable adverse events immediately,
Therefore, SFDA is urging all establishments to comply with requirements of informing the SFDA with Field Safety
notices/ Recalls and reportable adverse events of medical devices or will take the necessary legal actions to ensure the
safety of public health from the date of 15/7/1439 (h) 01/04/2018.
For more information, view and follow Guidance on Requirements for Following Up and Closing Medical Devices Field
Safety Notices (MDS-G22).

Thank you for continuous cooperation and contribution.

Executive Department for Surveillance & biometrics
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