Report Reference Number: WU2330
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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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Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA):
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Active Implantable Devices

CardioMEMS PA Sensor and

Abbott..

Al-Jeel Medical & Trading

https://ncmdr.sfda

Delivery System/Hospital Co. LTD .gov.sa/Secure/CA ]
System
Anaesthetic and respiratory devices
Shiley Adult Flexible Covidien LLC.... Medtronic Saudi Arabia | https://ncmdr.sfda
Tracheostomy Tube with .gov.sa/Secure/CA
TaperGuard Cuff, and /CaViewRecall.asp O
Cuffless: Disposable Inner x?caid=4&rid=194
Cannula or Reusable Inner 93
Cannula
Diagnostic and therapeutic radiation devices
Bhilips Incisive CT system H Philips Healthcare Hips Healthcare Saudi Arabia chre[CA[CaViewRe‘ |
Philips Big Bore RT, Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda
Brilliance CT Big Bore and Arabia Ltd. .gov.sa/Secure/CA n
Brilliance CT Big Bore /CaViewRecall.asp
Oncology
In vitro diagnostic devices
AU/DxC AU Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda 0
Immunoglobulin A (IgA) Arabia Co Ltd
Buffer solution for SP CellaVision-RAL Diagnostics | Medical Regulations Gate | https://ncmdr.sfda n
automated systems
Cholesterol, Direct HDL- Randox Laboratories Ltd. Bio Standards https://ncmdr.sfda
Cholesterol, Direct Bilirubin .gov.sa/Secure/CA ]
and Liquid CO2-2

Non-active implantable devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18455
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19493
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19506
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19630
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19628
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19631
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19629

MiniMed 508 and MiniMed

Medtronic SA

Medtronic Saudi Arabia

https://ncmdr.sfda

Paradigm Series Insulin .gov.sa/Secure/CA ]
Pumps
Zimmer® Periarticular Zimmer Biomet Zimmer Biomet Asel https://ncmdr.sfda
Locking Plate System Alarabia .gov.sa/Secure/CA
Distal Lateral Femoral Plate Zimmer Biomet /CaViewRecall.asp O
- Right - 6 Holes — 159 mm x?caid=48&rid=196
Length
Single-use devices
Fusion Lithotripsy Extraction Cook Medical Europe ARABIAN MEDICAL & https://ncmdr.sfda 0
Baskets Limited, PHARMACEUTICAL CO.
INTELLANAV STABLEPOINT Boston Scientific Corp.. Boston Scientific Gulf for | https://ncmdr.sfda 0

Ablation Catheter

trading LLC
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18452
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19627
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19632
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19505
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