Report Reference Number: WU2145

WU2145 &l caa el 58

Kingdom of Saudi Arabia7’i/ Aungnull Ay nll A 1a,ll

Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Jgallg Jdanll Alall Auall
4hal) claiiall g 3 3¢y plad
g gaal) bl g A8 10 40850 5 ey

Attached below is the weekly report of Field Safety sl Gile) ja = },um ol (:JJ Lo (38 ya
Corrective Actions (FSCAs) for the period: 5yl AaSluad) ol Iy
From 24-Oct-21 O
To 30-Oct-21 <

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
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FSCA Al al sy
Hospital name: | |+ cAdiual) aul
Date: | | g
Hospital affected by any device/product in this report: i) (e | Adieally 3 ila cilatie/d gl 2 g
Yes O aad
No O Y

¢ 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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No. of Field Safety Corrective Actions (FSCA): 13 Aadad) ) Y dasauail) @is) Yl s

Diagnostic and therapeutic radiation devices

Allura Xper and Azurion Philips Burton Philips Healthcare Saudi | https://ncmdr.sfda
systems Arabia Ltd.

' Artis zee /Q /Q.zen systems H Siemens Medical Solutions H Siemens Medical Solutions chre[CA[CaViewRe’ O ‘

EcoGel 200 H Lumenis Inc 'DULREHMAN AL GOSAIBI Gicure/CA/CaViewRe [0

In vitro diagnostic devices

Aptio Automation..  2ns Healthcare Diagnostics G DULREHMAN AL GOSAIBI Gicure/CA/CaViewRe O

Atellica CH 930 Analyzer... 2ns Healthcare Diagnostics C DULREHMAN AL GOSAIBI G:cure/CA/CaViewRe [0

Atellica IM 1300 Analyzer, Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda 0
Atellica IM 1600 Analyzer Diagnostics GmbH GOSAIBI GTB
DxC AU Glucose Reagent H Beckman Coulter... ‘ban Coulter Saudi Arabia C{ﬁure[CA[CaViewRed‘ O ‘
Single-use devices
| Amplatzer Vascular Plug Il H Abbott Medical H Medical Regulations Gate chre[CA[CaViewRe’ O ‘
Atrium Ocean Water Seal Getinge Disinfection AB Gulf Medical Co. https://ncmdr.sfda O
Chest Drain
eSwab H Copan ltalia S.p.a. H Pure Health Est chre[CA[CaViewRe‘ O ‘
Hurricane RX Biliary Balloon Boston Scientific Gulf Medical Co. https://ncmdr.sfda n
Dilatation Catheter
IVA sterile packaging H Balt Extrusion Himar Al Jazirah Healthcare chure[CA[CaViewRe‘ (| ‘
Medtronic Perfusion Tubing Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda 0
Packs.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15896
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15889
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15895
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15887
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15885
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15886
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15884
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15898
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15890
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15891
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15888
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15892
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15897
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