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Attached below is the weekly report of Field Safety dnmaaill Clel mll e gl 8l L Led (38
Corrective Actions (FSCAs) for the period: -5 _yiall A3l <ol sy
From 04-Oct-20 Cra
o 10-0ct-20 )

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.

* Communicate 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 J

¢ 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

fabian HFO and fabian Acutronic Medical Systems Bio Standards https://ncmdr.sfda.
+nCPAP evolution ventilators AG..

[]

Perseus A500 Anesthesia Draeger Medical Systems Draeger Arabia Co. Ltd.  https://ncmdr.sfda.
Workstations Inc

[]

Electro mechanical medical devices

2090 Carelink Programmer, Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
29901 EncoreTM gov.sa/Secure/CA/
Programmer, Carelink CaViewRecall.aspx
Network Application 2caid=48&rid=1537 |:|
Software 2491, CarelLink 1

SmartSync™ Device
Manager, and MyCareLink
Heart™ Mobile Application

In vitro diagnostic devices

BOND Enzyme Pretreatment Leica Biosystems Nussloch Salehiya Trading Est. https://ncmdr.sfda.
Kits GmbH

[]

cobas ® infinity core license, Roche Diagnostics GmbH. 2 Diagnostics Saudi Arabia Li:cure/CA/CaViewRe:

[]

VITROS Immunodiagnostic ~ Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda.
Products Anti-SARS-CoV-2 Supplies Co. Ltd. gov.sa/Secure/CA/
IgG ,

[]

Non-active implantable devices

GORE TAG Conformable ~ W.L. Gore & Associates Inc. Med Surg Supplies https://ncmdr.sfda.
Thoracic Stent Graft with gov.sa/Secure/CA/ |:|

ACTIVE CONTROL System, , ,
Single-use devices

Isolation Gowns , > Fushi Protective products C 2bajah manufacture compan:cure/CA/CaViewRe: |:|
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15378
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15376
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15371
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15377
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15375
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15374
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15372
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15373
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