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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) 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 healthcare facility and Ensuring 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
FSCA
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Hospital name:

Date:

Hospital 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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Electro mechanical medical devices

POLARSHEATH Steerable Boston Scientific FAROUK, MAAMOUN https://ncmdr.sfda
Sheath Corporation TAMER & COMPANY

In vitro diagnostic devices

ORTHO VISION and ORTHO | Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda
VISION Max BioVue Supplies Co. Ltd. .gov.sa/Secure/CA
Analyzers
Laboratory equipment
Laboratory Data Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda
Management Systems Arabia Co Ltd
MedSchenker Smart Vectornate USA Inc N/A
Transport Medium (STM)
System

Non-active implantable devices

Stent flow-diverter H Balt Extrusion Himar Al Jazirah Healthcare chure[CA[CaViewRe’ |:| ‘

VICI and VICI RDS Venous Boston Scientific FAROUK, MAAMOUN https://ncmdr.sfda
Stent Systems Corporation TAMER & COMPANY

Single-use devices

Optical Fibers Reusable & Richard Wolf GmbH.. Medical supplies & https://ncmdr.sfda
Disposable Services Co.Ltd Mediserv
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15630
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15631
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15625
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15629
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15628
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15627
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