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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 20-Mar-22 Cra
To 26-Mar-22 |

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 O
No O

¢ 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): 9 Adlad) @ AN dnsauaill cilg) oY) s

Active Implantable Devices

Merlin™ and Merlin™2 Abbott.. Al-Jeel Medical & Trading https://ncmdr.sfda. [
Patient Care System (PCS) Co. LTD

Diagnostic and therapeutic radiation devices

Revolution CT, Revolution CT GE Healthcare GE Healthcare https://ncmdr.sfda.
ES, Revolution Apex, gov.sa/Secure/CA/ ]
Revolution CT with Apex CaViewRecall.aspx
edition

Electro mechanical medical devices

Servo-u, Servo-n ventilator Maquet Critical Care AB Gulf Medical Co. https://ncmdr.sfda. ]
system

Healthcare facility products and adaptations
trolley for the "elisa" series venstein Medical GmbH &Co Bio Standards :cure/CA/CaViewRe O
In vitro diagnostic devices
Anti-Lua (LU1T) Bio-Rad , ' DULREHMAN AL GOSAIBI G:cure/CA/CaViewRe: ]

BioPlex 2200 SYPH T PACK Bio-Rad Laboratories Inc | Al-Jeel Medical & Trading https://ncmdr.sfda.

Syphilis Total & RPR Reagent Co.LTD gov.sa/Secure/CA/
Pack & BioPlex 2200 Syphilis CaViewRecall.aspx ]
Total & RPR Calibrator Set 2caid=2&rid=1608
CAL
Human Chorionic Siemens Healthcare AL-KAMAL Import https://ncmdr.sfda. ]
Gonadotropin (HCG) IVD Diagnostics Product

Non-active implantable devices

Atrium Advanta V12 Covered Atrium Medical Saudi Sicli Company https://ncmdr.sfda. [
Stent System Corporation..

Reusable devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16086
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16088
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16079
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16085
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16084
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=16087
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16080
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16081

EnSite™ X Display Abbott.. Al-Jeel Medical & Trading https://ncmdr.sfda. ]
Workstation Co. LTD
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16082
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