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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 25-Dec-22 e
To 31-Dec-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
No
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¢ 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

Ingenia Elition, SmartPath to Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
Ingenia Elition X, MR 7700 Arabia Ltd. gov.sa/Secure/CA/ |:|
and ‘Upgrade to MR 7700’ CaViewRecall.aspx
MR systems
Nuclear Medicine 600/800 GE Healthcare GE Healthcare https://ncmdr.sfda. |:|
series systems
Philips 12-Lead Chest Lead- Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda. |:|
set (AAMI/IEC) Arabia Ltd.
Philips ProxiDiagnost N90, Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
DigitalDiagnost 4, Arabia Ltd. gov.sa/Secure/CA/
DigitalDiagnost C90 High CaViewRecall.aspx |:|
Performance and 2caid=4&rid=1839
DigitalDiagnost C90 A

Flex/Value/Chest/ER.

Philips ProxiDiagnost N90, Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
DigitalDiagnost 4, Arabia Ltd. gov.sa/Secure/CA/
DigitalDiagnost C90 High CaViewRecall.aspx |:|
Performance and 2caid=4&rid=1840
DigitalDiagnost C90 8

Flex/Value/Chest/ER.

Electro mechanical medical devices

DEFIGARD Touch7 Schiller AG supplies & Services Co.Ltd N:cure/CA/CaViewRe:
Hill-Rom Progressa Bed Hill Rom Inc Medical regulations gate https://ncmdr.sfda.
System

Infinity CentralStation Draeger Medical Systems Inc  Draeger Arabia Co. Ltd. :cure/CA/CaViewRe

MAQUET CARDIOSAVE Datascope Corp Al-Jeel Medical & Trading https://ncmdr.sfda.
Hybrid and MAQUET Co.LTD gov.sa/Secure/CA/
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CARDIOSAVE Rescue
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18407
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18395
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=18402
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18397
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18408
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18405
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=18401
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18399
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18396

Microvit MT-101 / Microvit Schiller AG
MT-101 nano

Zeus, Zeus IE, and Zeus Kit ~ Draeger Medical Systems
C500 Anesthesia Inc
Workstations with DIVA
Sevoflurane Modules

In vitro diagnostic devices
Novocastra Liquid Mouse  Leica Biosystems Newcastle
Monoclonal Antibody

Muscle Specific Actin

ORTHO VISION and ORTHO  Ortho-Clinical Diagnostics
VISION Max Analyzers..

Medical software

Enterprise Imaging XERO AGFA Corp.
Viewer

Medical supplies &
Services Co.Ltd Mediserv

Draeger Arabia Co. Ltd.

Salehiya Trading Est.

Samir Photographic
Supplies Co. Ltd.

Gulf Medical Co.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18404
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18403
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18400
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18398
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=18406
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