Kingdom of Saudi Arabia pS
Saudi Food & Drug Authorify%
Medical Devices Sector

Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update

Report Reference: ~ WU2508
Publish date: 16-Feb-25
below is the weekly report of Safety Alerts for the period:
From 09-Feb-25
To 15-Feb-25

which affect Saudi Arabia and being followed up with the authorised
representatives to accomplish the required action.

* Kindly respond to the weekly report in both cases either you are affected or
not affected though the following link:
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https://surveys.sfda.gov.sa/surveys/?2s=4MT7LEJ3DFP7HSL]

* Role of contact officer:

* Disseminate and share the information with other departments within the
healthcare facility and ensure that the healthcare facility is free of any affected

device/product.
* Jommunicate with the Authorised Representative of the manufacturer if there

is any device/product affected by a Safety Alert
*[To identify the affected serial numbers/lots, please open the Safety link.
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https://surveys.sfda.gov.sa/surveys/?s=4MT7LEJ3DFP7H8LJ

Kingdom of Saudi Arabia <%
Saudi Food & Drug Authority Z
Medical Devices Sector
Surveillance Biometrics Excutive Department

No. of Safety Alerts: 8

Aungoull &y nll A 1l

dgoallg Janll Aslall auall

Ahal) e jliall g 3 j¢Y) gl
4 gaad) il Bl g 408 0 A0l 5 ey

Aadad) € A aae

SA-11-02-25-783 AlinlQ AMS Abbott

2 SA-06-02-25-777 Aortic Root Cannula Medtronic SA
3 SA-13-02-25-785 Centricity Universal Viewer and GE Healthcare
Centricity PACS-IW
4 SA-12-02-25-784 DxC 500 AU Clinical Chemistry Beckman Coulter...
Analyzer
5 SA-09-02-25-779 Haemostatic Forceps Aesculap
6 SA-06-02-25-778 MiniMed™ Paradigm™, Medtronic Inc.
MiniMed™ 600 series, and
MiniMed™ 700 series insulin
pump systems

7 SA-09-02-25-780 Olympus MAJ-891 Olympus Corporation of the

Forceps/Irrigation Plug (Isolated Americas .

Type)

8 SA-10-02-25-782 Oral Care Set Saudi Mais for Medical

Products
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Medical supplies & Services
Co.Ltd Mediserv
Medtronic Saudi Arabia

GE Healthcare
Beckman Coulter Saudi
Arabia Co Ltd

Gulf Medical Co.

Medtronic Saudi Arabia

Gulf Medical Co.

Saudi Mais Co. For Medical
Products
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