Kingdom of Saudi Arabia
Saudi Food & Drug Authority

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update

Report Reference:
Publish date:

below is the weekly report of Safety Alerts for the period:

From

To

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

X

\wuz2435

25-Aug-24

18-Aug-24
24-Aug-24

* Kindly respond to the weekly report in both cases either you are affected or

not affected though the following link:

cunanull éunll &3S Ll

dgoallg danll deqlall aiall

Ldal) e Jlicual) g 3 3¢ Y) pliad
g gaal) bl g 4408 10 4,080 5 lay)

Aadld) AN o gand) o i)

2 AL 2 yal) B )
2 ) g

il LoDl l Y o sal) il L Lag

Oe
ol
35 ALY (paainal) (pfiaall ae Lginlia (s ka3 5 ASLaall Ly 5 _iliall
_3\.:\;:\;.;4'3]\ Q\;\),:Z}!\

O e ellig A ase o AN s B e gand) R e ol Jal
<oLial Jayf )

https:/ /surveys.sfda.gov.sa/surveys/?s=CTLNDA7ARTRDHM

* 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=CTLNDA7ARTRDHMAE

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

SA-18-08-24-561

No. of Safety Alerts: 9

ACUSON Juniper and ACUSON
Maple Ultrasound systems

Siemens Medical Solutions
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Siemens Medical Solutions
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https://ade.sfda.g

Diagnostic and therapeutic
radiation devices

Warmers and Level 1
NORMOFLO Irrigation Fluid
Warmers

International Limited

ov.sa/Fsca/Publish
Details/79

2 SA-20-08-24-566 | ACUSON Redwood Ultrasound | Siemens Medical Solutions | Siemens Medical Solutions  https://ade.sfda.g | Diagnostic and therapeutic
system radiation devices
3 SA-19-08-24-565 Atellica CH/CI Analyzer Siemens Healthcare ABDULREHMAN AL GOSAIBI |https://ade.sfda.g | In vitro diagnostic devices
Diagnostics GmbH GTB ov.sa/Fsca/Publish
4 SA-19-08-24-563 BD Alaris System Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ade.sfda.g | Electro mechanical medical
ov.sa/Fsca/Publish devices
5 SA-22-04-24-378 High Flow Insufflation Unit  Olympus Corporation of the Gulf Medical Co. https://ade.sfda.g | Electro mechanical medical
Americas . ov.sa/Fsca/Publish devices
6 Hookup STERIS Corporation.... Medical supplies & Services | https://ade.sfda.g Hospital hardware
Co.Ltd Mediserv ov.sa/Fsca/Publish
7 SA-15-08-24-559 Latham bowl Haemonetics Corp. Arabian Trade House Est. | https://ade.sfda.g Laboratory equipment
ov.sa/Fsca/Publish
8 SA-04-08-24-543 Level 1 Fast Fluid Flow Fluid Smiths Medical almadar medical Est. https://ade.sfda.g  Electro mechanical medical

devices
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https://ade.sfda.gov.sa/Fsca/PublishDetails/71
https://ade.sfda.gov.sa/Fsca/PublishDetails/77
https://ade.sfda.gov.sa/Fsca/PublishDetails/74
https://ade.sfda.gov.sa/Fsca/PublishDetails/75
https://ade.sfda.gov.sa/Fsca/PublishDetails/76
https://ade.sfda.gov.sa/Fsca/PublishDetails/73
https://ade.sfda.gov.sa/Fsca/PublishDetails/70
https://ade.sfda.gov.sa/Fsca/PublishDetails/79

SA-20-08-24-567 Vanta™ Implantable Medtronic Inc. Medtronic Saudi Arabia  https://ade.sfda.g = Active Implantable Devices
Neurostimulator
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https://ade.sfda.gov.sa/Fsca/PublishDetails/78

