Report Reference Number: WU2218
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Saudi Food & Drug Authority

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: | | : ool a)
Date: | [sgad
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g
Yes Il axd
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

Flow-c and Flow-e Maquet Critical Care AB Gulf Medical Co. https://ncmdr.sfda O
anesthesia systems
Diagnostic and therapeutic radiation devices
ARTIS icono biplane, ARTIS SIEMENS Siemens Medical Solutions | https://ncmdr.sfda N
icono floor
AXIOM Sensis XP or Sensis / SIEMENS Siemens Medical Solutions | https://ncmdr.sfda []
Sensis Lite
In vitro diagnostic devices
Alinity m SARS-CoV-2 AMP | Abbott Molecular Inc Sub Medical supplies & https://ncmdr.sfda
Kit, Alinity m Resp-4-Plex Abbott Laboratories Services Co.Ltd Mediserv | .gov.sa/Secure/CA
AMP Kit, Alinity m SARS- /CaViewRecall.asp
CoV-2 Application x?caid=4&rid=161 O
Specification File, and Alinity 16
m Resp-4-Plex Application
Specification File
VIDAS® CMV IgG Avidity Il H bioMerieux Inc Weel Medical & Trading Co. IJLcureZCAZCaViewRe’ | ‘
VIDAS® CMV IgM H bioMerieux Inc Weel Medical & Trading Co. I“cure(CA[CaViewRe’ O ‘
VITEK 2 GP ID Test Kit H bioMerieux Inc Hleel Medical & Trading Co. I#ure[CA(CaViewRei‘ ] ‘
VITEK® 2 Systems H bioMerieux Inc Hleel Medical & Trading Co. I.‘Lcure[CA[CaViewRe‘ | ‘

Single-use devices

SOL-M™ Blunt Fill Needle || Molnlycke Health Care AB. Branch of Molnlycke https://ncmdr.sfda
within MolInlycke ® Health Care AB .gov.sa/Secure/CA O
Procedure Trays
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16122
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16120
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16121
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16116
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16118
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16117
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16115
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16123
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16119
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