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Saudi Food & Drug Authority
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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.

* 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

*[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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Kingdom of Saudi Arabia

Saudi Food & Drug Authority

Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA):

Diagnostic and therapeutic radiation devices
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Philips Azurion R2.1.x SystemH

Philips Healthcare

Hips Healthcare Saudi Arabia chre[CA[CaViewRe‘

[]

Vista 120 patient monitor
and Central Monitoring
Station (CMS)

Draeger Medical Systems
Inc

Electro mechanical medical devices

Draeger Arabia Co. Ltd.

https://ncmdr.sfda

.gov.sa/Secure/CA

CARDIOSAVE Battery Pack,
Li-lon

Getinge

Al-Jeel Medical & Trading
Co. LTD

https://ncmdr.sfda

In vitro diagnostic devices

EnVision FLEX Hematoxylin
Link

Agilent Technologies, Inc.

Dar Al-Zahrawi Medical
Co. LLC

https://ncmdr.sfda

HemoslL Liquid Anti-Xa

Reagents

Instrumentation
Laboratory SpA, a Werfen

ABDULLA FOUAD
HOLDING COMPANY

https://ncmdr.sfda

_ Rheumatoid Factors 2 (RF 2) H Thermo Fisher Scientific Oy HLLA FOUAD HOLDING COM‘LcureZCAZCaViewRe’

Stem — Kit Reagents H

Beckman Coulter
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15855
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15857
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15853
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15851
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15852
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15854
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15856
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