Report Reference Number: WU2113

Kingdom of Saudi Arabia ~¢°
Saudi Food & Drug Au’rhorify%

Medical Devices Sector
Surveillance Biometrics Excutive Department

WU2113 ;0 il as el 8 )

Aungoull &y inll A asll
1gallg Janl Aslall Aidll

L) cilaiial) 9 3 3¢y kb
g gaad) il g 408 1 4,085 5 laY)

Attached below is the weekly report of Field Safety dnmaill Clel ml e g1 N L Lad (38 5
Corrective Actions (FSCAs) for the period: 5 yall Sl <l sy
From 14-Mar-21 Cra
To 20-Mar-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.

* Communicate 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: [ | Al a)
Date: | | g
Hospital affected by any device/product in this report: A8l Cpada Al B yilia claile/s gl a2 g
Yes ] pad
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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No. of Field Safety Corrective Actions (FSCA): 8 Add) @ AN Laaaail) cie) ,ay) e

Active Implantable Devices
Heartware HVAD System, , , Medtronic SA Medtronic Saudi Arabia cure/CA/CaViewRec |:|

Diagnostic and therapeutic radiation devices

CyberKnife Robotic Accuray Inc Gulf Medical Co. https://ncmdr.sfda. I:l
Radiosurgery System, , ,
Sensis / Sensis Vibe systems SIEMENS Siemens Medical Solutions https://ncmdr.sfda.
with software version VD12 gov.sa/Secure/CA/ |:|
and equipped with HP CaViewRecall.aspx
Flex Pro-C PC

Electro mechanical medical devices

BD Infusion Sets for Alaris  Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ncmdr.sfda.

Pumps (GP, VP, CC and SE) & gov.sa/Secure/CA/
Non-Dedicated Infusion sets CaViewRecall.aspx
and accessories 2caid=4&rid=1559 I:l
............................................... 5
NCMDR Name:

Alaris™ Pumps (GP, VP, CC,
GW/GW800, SE, IVAC 590
series), Gravity Infusion sets
& connectors

Flocare Infinity Il enteral Nutricia Medical Devices cigalah group https://ncmdr.sfda.
feeding pumps

Pump Module Model 8100, Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ncmdr.sfda.
Pump Module Door, gov.sa/Secure/CA/

Assembly Replacement Kits

In vitro diagnostic devices

Access Anti-Miillerian Beckman Coulter Al-Jeel Medical & Trading https://ncmdr.sfda. I:'
Hormone (AMH) Calibrators Co.LTD

Medical software
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15590
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15589
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15596
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15595
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15591
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15592
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15598

TaqPath™ COVID-19 CEIVD  Life Technologies Limited.  Integrated Gulfbiosystems https://ncmdr.sfda. I:l
RT-PCR kit (Ref. A48067).
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15594
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