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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:

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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Kingdom of Saudi Arabia

Saudi Food & Drug Authority

Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA):

>

12
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Dental devices

Teneo Treatment Centers H Dentsply Sirona, Inc H:h of DENTSPLY Internation#cure(CA[CaViewRe‘ ™
Electro mechanical medical devices
da Vinci X/Xi SureForm Intuitive Surgical Inc Gulf Medical Co. https://ncmdr.sfda O
Staplers
da Vinci X/Xi SureForm Intuitive Surgical Inc Gulf Medical Co. https://ncmdr.sfda [
Staplers
Flexible Endoscopes ~ KARLSTORZSE& Co.KG = Gulf Medical Co.  cure/CA/CaViewRe  []
FRED easyport plus Schiller AG Medical supplies & https://ncmdr.sfda O
defibrillator Services Co.Ltd Mediserv
Hospital hardware
Arjo Sara Plus lift H Arjo Huntleigh HAI—FaisaIiah Medical System‘Lcure[CA[CaViewRe‘ O
In vitro diagnostic devices
Alinity m System. H Abbott Hsupplies & Services Co.Ltd Iﬂcure[CA[CaViewRe’ |
CK-MB CALIBRATOR  Randox Laboratories Ltd. | Bio Standards rcure/CA/CaViewRe [
VITROS® Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda
Immunodiagnostic Products Supplies Co. Ltd. .gov.sa/Secure/CA ™
FSH, LH and Prol Reagents.
Single-use devices
DISPOSABLE GRASPING Olympus Salehiya Trading Est. https://ncmdr.sfda
FORCEPS FG-51D L]
DISPOSABLE GRASPING Olympus Salehiya Trading Est. https://ncmdr.sfda O
FORCEPS FG-51D
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16108
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16105
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16105
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16109
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16106
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16104
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16110
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16103
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16112
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16111
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16111

Electrodes for Defibrillation Osatu S.Coop. aldawaa medical services | https://ncmdr.sfda
"Bexen Cardio"
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16107
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