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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.

* Jommunicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
FSCA
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Hospital name: | |;u.ua-d\ v
Date:l |c.: IgIk]
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g
Yes ] paad
No | b

¢ 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

Infinity Acute Care System.. ‘braeger Medical Systems IncH Draeger Arabia Co. Ltd. chre[CA[CaViewRe‘ ] ‘

Diagnostic and therapeutic radiation devices

MR systems with Twinspeed H GE Healthcare H GE Healthcare chre[CA[CaViewRe’ O ‘

Electro mechanical medical devices

FORE-SIGHT ELITE Tissue Edwards Lifesciences Arabian Health Care https://ncmdr.sfda
Oximeter Module and FORE- Supply Co. (AHCSC) .gov.sa/Secure/CA
SIGHT ELITE /CaViewRecall.asp O
Absolute Tissue Oximeter x?caid=4&rid=160
Monitor

HS1/0OnSite/Home AEDs H Philips Medical Systems Hips Healthcare Saudi Arabia chre[CA[CaViewRe‘ [l ‘

In vitro diagnostic devices

BD HD Check System BD Switzerland Sarl Becton Dickinson B.V. | https://ncmdr.sfda
Analyzer.
NextSeq 550Dx Instrument H lllumina Inc H Bio Standards chre[CA[CaViewRe’ O ‘
Total Bile Acids H Randox Laboratories Ltd. H Bio Standards chre(CA[CaViewRe‘ ] ‘

Non-active implantable devices

Various implants. Zimmer Biomet. immer Biomet Asel Alarabieg:icure/CA/CaViewRe
P

Single-use devices

Self-Righting Luer Slip Tip Baxter Healthcare. Baxter AG https://ncmdr.sfda [
Cap
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16048
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16045
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16049
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16046
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16052
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16050
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16044
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16051
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16047
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