Report Reference Number: WU2039

Kingdom of Saudi Arabia
Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department
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Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:

From

To

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:

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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Diagnostic and therapeutic radiation devices

Philips Shoulder and Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda
Neurovascular Coils, Arabia Ltd.

‘Symbia S-Series and Symbia | Siemens Medical Solutions ' Siemens Medical Solutions | https://ncmdr.sfda
T-Series

Electro mechanical medical devices

CHF-CB30S Fiberoptic Olympus Salehiya Trading Est. https://ncmdr.sfda
Choledochoscopes

OSSEODUO, OSSEOUNO, Bien-Air Surgery S.A. Zimmo Trading https://ncmdr.sfda
OSSEODOC, and Establishment. .gov.sa/Secure/CA

OSSEOSTAP control units

In vitro diagnostic devices

Access Unconjugated Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda
Estriol , Arabia Co Ltd

ADVIA Centaur HER2 & Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda
Atellica IM HER2 Diagnostics GmbH GOSAIBI GTB

Anti-Brucella abortus ELISA | EUROIMMUN Medizinische = Medical Regulations Gate | https://ncmdr.sfda

(IgM) Labordiagnostika AG
Dako Autostainer H Dako Denmark A/S Har Al-Zahrawi Medical Co. leureZCAZCaViewRei‘ ] ‘
IMMAGE Immunochemistry Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda
Systems ., Arabia Co Ltd

Non-active implantable devices

Hurricane™ RX Biliary Boston Scientific Gulf Medical Co. https://ncmdr.sfda
Balloon Dilatation Catheter

Single-use devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15353
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15357
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15347
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15355
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15348
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15354
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15351
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15346
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15349
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15356

Suture-Based Repair Smith & Nephew inc Smith & Nephew inc https://ncmdr.sfda
Systems
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