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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.

* Communicate with the Authorised Representative of the

manufacturer if there is any device/product affected by a
FSCA
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Hospital name:

;M‘ (Mu‘

Date: |

| ol

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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Electro mechanical medical devices

CarelLink 2090 and CareLink Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
Encore 29901/29901A gov.sa/Secure/CA/
Programmers
HeartStart MRx Philips Burton Philips Healthcare Saudi  https://ncmdr.sfda. I:l
Monitor/Defibrillators ., Arabia Ltd.

In vitro diagnostic devices

Alere NT-proBNP .. xis-Shield Diagnostics Limite‘ supplies & Services Co.Ltd N:cure/CA/CaViewRe |:|
Atellica CH Reaction Cuvette Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda.
Segment, , Diagnostics Inc GOSAIBI GTB D
Dimension Total Bilirubin Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda. I:l
(TBI) Flex reagent cartridge Diagnostics GmbH GOSAIBI GTB
VITROS® Chemistry Product = Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda. I:l

HbA1c , . Supplies Co. Ltd.
Non-active implantable devices

Motiva Sterile Silicone Breast Establishment Labs S.A. ALRIYADH INT'L CO FOR  https://ncmdr.sfda.
Implants MEDICAL EQUIPMENTS

[]

POLYTECH Breast Implants YTECH Health & Aesthetic Gr Roken Al Mothmir Trading cure/CA/CaViewRec |:|

Reusable devices

Various surgical instruments Aesculap Gulf Medical Co. https://ncmdr.sfda.
for use at the central nervous gov.sa/Secure/CA/ |:|
system ,
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15111
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15113
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15115
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15118
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15112
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15119
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15116
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15114
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15117
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