Report Reference Number: WU226
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Saudi Food & Drug Authority

Medical Devices Sector
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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 23-Jan-22 )
To 29-Jan-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

[]
[]

¢ 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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Assistive products for persons with disability
Aluminum commode chair ng Shunde Jaeyong Hardwar: wheel of excellence trading :cure/CA/CaViewRe: |:|
Diagnostic and therapeutic radiation devices
SyncVision Systems VOLCANO CORPORATION Ikar Establishment :cure/CA/CaViewRe |:|

In vitro diagnostic devices

Cobas z 480 Analyzer , Roche Diagnostics GmbH. » Diagnostics Saudi Arabia Li:cure/CA/CaViewRe |:|
HEMOSTAT aPTT-EL / Human Gmbh Abdullah A. Baghaffar  https://ncmdr.sfda.
HEMOSTAT Control Plasma gov.sa/Secure/CA/ |:|

Normal/ Abnormal
Non-active implantable devices
AGILON glenoid components Implantcast AlMafsal Medical Company :cure/CA/CaViewRe |:|
Ophthalmic and optical devices

Xstrahl X150 / Gulmay Xstrahl Limited Hatem I. Alshedwy Comm. https://ncmdr.sfda. I:l
Medical 150 Est.

Page 2 of 2


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16005
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16003
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16002
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16004
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=16001
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=16006
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