Report Reference Number: WU2025
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Saudi Food & Drug Authority
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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: |

| s rbdiianall and

Date: |

| sy

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): 12 i aal) Aadlal! Lasaualll el aY) s

Active Implantable Devices

SmartSync Device Managers Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.

supporting gov.sa/Secure/CA/

Azure™ pacemakers, and CaViewRecall.aspx
Percepta™, Serena™, 2caid=4&rid=152
Solara™ CRT-pacemakers

Diagnostic and therapeutic radiation devices

SIEMENS H Siemens Medical Solutions chre(CA[CaViewRe | |

Electro mechanical medical devices

syngo.via RT Image Suite ,

2090 Carelink Programmer, Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
29901 EncoreTM gov.sa/Secure/CA/
Programmer, CareLink CaViewRecall.aspx
Network Application 2caid=4&rid=152
Software 2491, CareLink 17
SmartSync™ Device
Manager, and MyCareLink
Heart™ Mobile Application
CareLink 2090 and CareLink Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
Encore 29901/29901A gov.sa/Secure/CA/
Programmers
MiniMed™ 600 series insulin Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
pumps
Hospital hardware
ST1™ and ST1-X™ Foam Stryker Al-Jeel Medical & Trading | https://ncmdr.sfda.
Mattress Model 6300 Co.LTD

In vitro diagnostic devices

Access Sensitive Estradiol Beckman Coulter... Beckman Coulter Saudi | https://ncmdr.sfda.
Calibrators Arabia Co Ltd
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15218
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15227
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15217
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15216
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15229
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15225
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15231

Dimension Vista Cholesterol
Flex Reagent Cartridges

Siemens Healthcare
Diagnostics GmbH

ABDULREHMAN AL
GOSAIBI GTB

https://ncmdr.sfda.

’ MagNA Pure 96 System

Roche Diagnostics GmbH. H Diagnostics Saudi Arabia Li‘Lcure(CA[CaViewRe‘

[

Single-use devices

8-0 Blue Twisted Silk Suture

Ethicon Inc. Johnson & Johnson https://ncmdr.sfda.
, Medical Saudi Arabia
Gambro Cartridge Blood Set Baxter Healthcare Baxter AG https://ncmdr.sfda.

Prime Lines and Gambro

Cartridge Blood Transport

Systems for Hemodialysis
Blood Sets

gov.sa/Secure/CA/

CaViewRecall.aspx
2caid=4&rid=152

Infant Child Reduced Energy
Electrodes for
Physio-Control LIFEPAK®
Defibrillators

Stryker Medical

Co. LTD

Al-Jeel Medical & Trading

https://ncmdr.sfda.

gov.sa/Secure/CA/
CaViewRecall.aspx
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15219
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15223
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15224
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15230
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15226
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