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

wu2422

26-May-24

19-May-24
25-May-24

* 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/?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-15-05-24-415

No. of Safety Alerts: 8

1x4 Pocket Adaptor for Deep
Brian Stimulation.
2x4 Pocket Adaptor for Deep
Brian Stimulation.
(A610 Replacement workflow
with DBS Pocket Adaptor)

Medtronic Inc.
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Medtronic Saudi Arabia
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https://ncmdr.sfda

.gov.sa/Secure/CA

/CaViewRecall.asp
x?caid=4&rid=210

46

Active Implantable Devices

240 cm
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2 SA-19-05-24-419 Ascenda™ Intrathecal Catheter Medtronic Inc. Medtronic Saudi Arabia  https://ncmdr.sfda Single-use devices
.gov.sa/Secure/CA
3 SA-22-05-24-424 Dako CoverStainer Devices Agilent Technologies, Inc. | Dar Al-Zahrawi Medical Co. |https://ncmdr.sfda In vitro diagnostic devices
LLC .gov.sa/Secure/CA
4 SA-20-05-24-421 fabian HFO, fabian +nCPAP Acutronic Medical Systems Bio Standards https://ncmdr.sfda | Anaesthetic and respiratory
evolution, fabian Therapy AG.. .gov.sa/Secure/CA devices
evolution, fabian HFOi
5 SA-14-05-24-413 MobileDiagnost wDR Philips Healthcare Philips Healthcare Saudi https://ncmdr.sfda | Diagnostic and therapeutic
Arabia Ltd. .gov.sa/Secure/CA radiation devices
6 SA-15-05-24-416 Vanta Implantable Medtronic Inc. Medtronic Saudi Arabia | https://ncmdr.sfda| Active Implantable Devices
Neurostimulator (INS)
7 SA-21-05-24-422 Vyaire Twin Tube sample line Vyaire Medical, Inc.. Bio Standards https://ncmdr.sfda Single-use devices



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21046
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21048
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21050
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=21045
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21044
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21047
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21049

’ H SA-16-05-24-418 ’ Xpert® Carba-R H Cepheid ’ ABDULLA FOUAD HOLDING ‘https ://ncmdr.sfda In vitro diagnostic devices

COMPANY .gov.sa/Secure/CA
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21043

