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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:
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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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Anaesthetic and respiratory devices

Avance CS2 and Avance CS2 GE Healthcare GE Healthcare https://ncmdr.sfda N
Pro anesthesia devices

Electro mechanical medical devices

1688 Camera Control Units H Stryker Endoscopy HAI—FaisaIiah Medical System“cure[CA[CaViewRe‘ O ‘
https://ncmdr.sfda

MiniMed™ 600 and 700 Medtronic SA Medtronic Saudi Arabia
series insulin pump

In vitro diagnostic devices

Alinity m System H Abbott Hsupplies & Services Co.Ltd Iﬂcure[CA[CaViewRe‘ ] ‘
RX Monaco H Randox Laboratories Ltd. H Bio Standards chre[CA[CaViewRe‘ O ‘

Reusable devices

RD SedLine EEG Sensor, Masimo Corporation Masimo International SARL| https://ncmdr.sfda [
Pediatric
Single-use devices
150 MICRON SOLTIVE Olympus Salehiya Trading Est. https://ncmdr.sfda
SUPERPULSED LASER FIBERS L
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16160
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16161
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16159
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16163
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16162
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16165
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16164
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