Report Reference Number: WU2026

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

Medical Devices Sector
Surveillance Biometrics Excutive Department

WU2026 il jas 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 Al Al i) a3 e oY) el b Lasd (38 e
Corrective Actions (FSCAs) for the period: -3 yiall Ayilaal)
From 14-Jun-20 %)
To 20-Jun-20 <

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
FSCA
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Hospital name:
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Date:

el

Hospital affected by any device/product in this report:

Yes
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): 9 Aiiasal) Al Laaatil) cip) oY) s

Electro mechanical medical devices

Dexcom G4 PLATINUM and DexCom Inc Bio Standards https://ncmdr.sfda. O
Dexcom G5 Mobile Receiver
Integrated Power Consoles Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda. ]
(IPCs) .
Philips Sterilizable Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda. ]
Defibrillator Internal Paddles Arabia Ltd.
Spectra Optia Apheresis Terumo BCT Inc ABDULREHMAN AL https://ncmdr.sfda. O
System ... GOSAIBI GTB

Healthcare facility products and adaptations

Getinge STERICOOL Getinge Sterilization AB Gulf Medical Co. https://ncmdr.sfda.
HYDROGEN PEROXIDE gov.sa/Secure/CA/ ]

PLASMA STERILIZER

In vitro diagnostic devices

IMMULITE 2000 Siemens Healthcare AL-KAMAL Import https://ncmdr.sfda.

Immunoassay System and Diagnostics Product gov.sa/Secure/CA/
IMMULITE 2000 XPi CaViewRecall.aspx O]

Immunoassay System Waste 2caid=10&rid=152

Bottle Flexible Tube

OneTouch® Select Plus , Lifescan Europe GmbH  ERNATIONAL TRADING COMN:cure/CA/CaViewRe: O
TagPath™ COVID-19 Life Technologies Limited.  Integrated Gulfbiosystems https://ncmdr.sfda.
Interpretive Software gov.sa/Secure/CA/ |

CE-IVD

Reusable devices

Laser Safety Eyeglasses for Carl Zeiss Meditec Inc Gulf Medical Co. https://ncmdr.sfda. [
532/561 and for YAG
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15243
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15238
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15234
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15242
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15233
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15234
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15235
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15232
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15241
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