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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:
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Date: |
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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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No. of Field Safety Corrective Actions (FSCA): 8 Aadad) ) AN daaall) cig) aY) s

Electro mechanical medical devices

Reveal LINQ with TruRhythm
Insertable Cardiac
Monitoring Systems

Medtronic SA Medtronic Saudi Arabia

https://ncmdr.sfda
.gov.sa/Secure/CA

In vitro diagnostic devices

Access SARS-CoV-2 IgG Il Beckman Coulter

Reagent and Calibrator

Al-Jeel Medical & Trading
Co. LTD

https://ncmdr.sfda

Atellica CH 930 Analyzer ns Healthcare Diagnostics G DULREHMAN AL GOSAIBI Gicure/CA/CaViewRe

Dimension Vista® System Hans Healthcare Diagnostics GHDULREHMAN AL GOSAIBI G‘Lcure[CA[CaViewRe‘

N/A

Medtronic Valiant Navion™ Medtronic SA

Thoracic Stent Graft System,

https://ncmdr.sfda

Medtronic Saudi Arabia

Ophthalmic and optical devices

‘ ZEISS CLARUS models 500
and 700 (Fundus Cameras)

’ Carl Zeiss Meditec Inc Gulf Medical Co. https://ncmdr.sfda

Reusable devices

FiLaC® Fistula Kit, LHP®
Procedure Kit, HeLP®
Procedure Kit

CeramOptec GmbH Sub
biolitec AG

Gulf Medical Co.

https://ncmdr.sfda
.gov.sa/Secure/CA

]

SCS Screwdriver

Institut Straumann

“imar Al Jazirah Healthcare qLcureZCA[CaViewRe‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15686
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15684
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15681
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15683
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15679
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15680
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15685
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15678

	Text1: 
	Text2: 
	Check Box3: Off
	Check Box4: Off
	Check Box5: Off
	Check Box6: Off
	Check Box7: Off
	Check Box8: Off
	Check Box9: Off
	Check Box10: Off
	Check Box11: Off
	Check Box12: Off


