Report Reference Number: WU228
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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:| [: il anl
Date: | [sgad
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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Electro mechanical medical devices

BD Alaris™ System PC Unit Becton Dickinson & Co. Becton Dickinson B.V. | https://ncmdr.sfda
8015; Alaris™ PC Unit 8015 (BD) .gov.sa/Secure/CA
BD Alaris™ Pump Module /CaViewRecall.asp
8100; Alaris™ Pump Module x?caid=4&rid=160 O
8100 Alaris™ Syringe 25

Module 8110 Alaris™ PCA
Module 8120 Alaris™ EtCo2

Module 8300
IPELAFHD PTZTILEKITS | Natus Neurology ~ supplies & Services Co.Ltd Ncure/CA/CaViewRe  []
MiniMed 780G insulin pump.H Medtronic MiniMed... H Medtronic Saudi Arabia chre[CA[CaViewRe‘ | ‘
In vitro diagnostic devices
Access hsTnl Reagent.. H Beckman Coulter... ‘ban Coulter Saudi Arabia C%cure[CA[CaViewRe‘ [l ‘
Alinity s System.... H Abbott Hsupplies & Services Co.Ltd Iﬂcure[CA[CaViewRe‘ | ‘
HEMOSTAT Control Plasma Human Gmbh Abdullah A. Baghaffar | https://ncmdr.sfda
Normal
VIDAS High sensitive bioMerieux Inc Al-Jeel Medical & Trading | https://ncmdr.sfda 1
Troponin .. Co.LTD
Non-active implantable devices
HydroSoft 3D Endovascular MicroVention Europe white iris est https://ncmdr.sfda [
Embolization Coil
Osteomed Standard OsteoMed LLC Isam Economic Co. https://ncmdr.sfda
Titanium Screw 2.0mm x .gov.sa/Secure/CA [l
5mm
Reusable devices
Esophageal/Rectal/Skin Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda ]
Temperature Probes Arabia Ltd.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16025
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16019
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16026
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16028
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16020
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16022
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=16024
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16023
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16021
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16027

Single-use devices

RAMY 3ml Luer Lock Alshifa Medical Products alshifa medical syringe | https://ncmdr.sfda n
Syringe with Needle Co CIJS
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