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

\Xwuz2452

22-Dec-24

15-Dec-24
21-Dec-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=CTLNDAZARTRDHM

* 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 (
Medical Devices Sector
Surveillance Biometrics Excutive Department

No. of Safety Alerts: 5
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SA-16-12-24-707 ACCOLADE Family of Boston Scientific Corp.. Boston Scientific Gulf for  https://ade.sfda.g | Active Implantable Devices
Pacemakers and CRT-Ps trading LLC
2 SA-17-12-24-708 | Certain Infinia, VariCam/VG/VH, GE Healthcare GE Healthcare https://ade.sfda.g | Diagnostic and therapeutic
Brivo NM 615, Discovery NM ov.sa/Fsca/Publish radiation devices
630, Discovery NM/CT 670, and Details/220
Optima NM/CT 640 Nuclear
Medicine systems
3 SA-16-12-24-706 Getinge/Maquet sevoflurane Getinge Lancer Gulf Medical Co. https://ade.sfda.g | Anaesthetic and respiratory
vaporizers devices
4 SA-19-12-24-709 Iron Gen.2 Roche Diagnostics GmbH. Roche Diagnostics Saudi ‘https:ZZade.sfda.g In vitro diagnostic devices
Arabia Limited ov.sa/Fsca/Publish
5 SA-15-12-24-704 Vaporizer Sevoflurane, QUIK Getinge Lancer Gulf Medical Co. https://ade.sfda.g Anaesthetic and respiratory
FIL,Vaporizer Isoflur, Maquet ov.sa/Fsca/Publish devices
filling
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https://ade.sfda.gov.sa/Fsca/PublishDetails/219
https://ade.sfda.gov.sa/Fsca/PublishDetails/220
https://ade.sfda.gov.sa/Fsca/PublishDetails/218
https://ade.sfda.gov.sa/Fsca/PublishDetails/221
https://ade.sfda.gov.sa/Fsca/PublishDetails/217

