Report Reference Number: WU234
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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:

;M\ e}

Date:

oy

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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Anaesthetic and respiratory devices

Philips V680 Ventilator H Philips Healthcare Hips Healthcare Saudi Arabia chre[CA[CaViewRe‘ D ‘

Diagnostic and therapeutic radiation devices

Airo TruCT Mobile CT Mobius Imaging, LLC. Al-Faisaliah Medical https://ncmdr.sfda I:l
Scanner System

¢ MAAMOUN TAMER & COy/EN/17/2022/3211 [

DR-XD 1000(FDR Nano) H FUJIFILM Medical Systems

Electro mechanical medical devices

Monnal T60 ventilators HAir Liquide Medical Systems.H Bio Standards chre[CA[CaViewRe‘ |:| ‘

In vitro diagnostic devices

Dako CoverStainer CS10030 H Agilent Technologies, Inc. ‘%r Al-Zahrawi Medical Co. leureZCA(CaViewRei‘ |:| ‘

Non-active implantable devices

‘ Covera™ and Covera™ Plus Becton Dickinson & Co. Becton Dickinson B.V.
Vascular Covered Stent (BD)

https://ncmdr.sfda

Single-use devices

Original Perfusor® Line H B Braun Medical Inc Hsupplies & Services Co.Ltd NLcureZCAZCaViewRe‘ |:| ‘

Ultrasound Gel Soft “udi Mais for Medical Producwi Mais Co. For Medical Procﬂcure[CA[CaViewRe‘ ] ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18420
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18421
https://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2022/32113-22_kundeninfo_en.pdf?__blob=publicationFile
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18416
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=18414
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18415
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18418
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18419
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