Report Reference Number: WU2335
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Safety Alerts for
the period:
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which affect Saudi Arabia and being followed up with the
authorised representatives to accomplish the required
action.

* Role of contact officer:

* Kindly respond to the weekly report in both cases
either you are affected or not affected.

* 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
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Name of Healthcare Facilty
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Date:

iacility affected by any device/product in this report:

Yes
No

¢ The yellow highlights indicates that medical devices
subject to removal action.

* [To identify the affected serial numbers/lots, please open
the link.
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Active Implantable Devices

HeartMate Touch™ Abbott.. Al-Jeel Medical & Trading | https://ncmdr.sfda I:l
Communication System,, Co. LTD

Diagnostic and therapeutic radiation devices

Allura Xper, Allura Centron, Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda |:|
and Azurion systems. Arabia Ltd.
Essenta DR Compact H Philips Healthcare Hips Healthcare Saudi Arabia chre(CA[CaViewRe‘ |:| ‘
MultiDiagnost Eleva with Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda I:l
Flat Detector Arabia Ltd.
Over-ear headphones used SIEMENS Siemens Medical Solutions  https://ncmdr.sfda
with MAGNETOM MR .gov.sa/Secure/CA []
systems
Over-ear headphones used SIEMENS Siemens Medical Solutions  https://ncmdr.sfda
with MAGNETOM MRI .gov.sa/Secure/CA []
systems

Electro mechanical medical devices

Infusomat Space H B Braun Medical Inc Hsupplies & Services Co.Ltd Iﬂcure(CAZCaViewRe‘ I:l ‘
Spaceplus Infusomat H B Braun Medical Inc Hsupplies & Services Co.Ltd Iﬂcure[CAZCaViewRe’ |:| ‘

Ophthalmic and optical devices

Bronchoscopes, tracheal Olympus Salehiya Trading Est. https://ncmdr.sfda
intubation scopes and .gov.sa/Secure/CA []

airway mobilescopes

Reusable devices

KNEE SCORPION H Arthrex, Inc H Medical Regulations Gate chre[CA[CaViewRe’ [] ‘

Page 2 of 2


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19672
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19673
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19667
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19674
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19671
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19675
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19670
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19669
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19666
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19668
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