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:
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To

which affect Saudi Arabia and being followed up with the authorised
representatives to accomplish the required action.
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* 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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Medical Devices Sector
Surveillance Biometrics Excutive Department

No. of Safety Alerts: 8
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SA-07-05-24-398

SA-06-05-24-396

Alphamaxx Operating Tables

GlideScope Core 15 and
GlideScope Core 15 FHD
Monitors

MAQUET Inc

Verathon Inc

Gulf Medical Co.

Techno-Orbits Establishment

https://ncmdr.sfda
.gov.sa/Secure/CA

https://ncmdr.sfda
.gov.sa/Secure/CA

Hospital hardware

Electro mechanical medical
devices

SA-08-05-24-402

HA FlexTrak Trolley

Philips Medical Systems

Philips Healthcare Saudi
Arabia Ltd.

https://ncmdr.sfda

.gov.sa/Secure/CA

Hospital hardware

SA-02-05-24-393

Medfusion™ 3500 and 4000
Syringe Pumps

Smiths Medical..

AL-KAMAL Import

https://ncmdr.sfda

Electro mechanical medical
devices

SA-06-05-24-395 Mojo Full Face Mask, Mojo 2 Sleepnet Al-Kawader Scientific https://ncmdr.sfda | Anaesthetic and respiratory
Full Face Mask, iQ 2 Nasal Establishment .gov.sa/Secure/CA devices
Mask, and Phantom 2 Nasal /CaViewRecall.asp
Mask.
SA-08-05-24-401 NextSeq 550Dx / MiSeq Dx / lllumina Inc Bio Standards https://ncmdr.sfda| In vitro diagnostic devices

NovaSeq 6000Dx

SA-01-05-24-391

PERI-GUARD Repair Patch and
SUPPLE PERI-GUARD Repair
Patch

Synovis Surgical Innovations
A Division of Synovis Life
Technologies, Inc..

Baxter AG

https://ncmdr.sfda
.gov.sa/Secure/CA

Non-active implantable
devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21030
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21027
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21031
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21026
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21029
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21032
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21025

SA-02-05-24-394 Philips Hemo system with Philips Burton Philips Healthcare Saudi https://ncmdr.sfda
IntelliVue X3 Arabia Ltd.

Medical software ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=21028

