Report Reference Number: WU2146

Kingdom of Saudi Arabia
Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

7>

Aungoull &y nll A sl
Joallg danll Aslall &iall

Ldal) cilaiiall g 3 g gl
g gl il g 408 18 4,045 5 ylay)

Attached below is the weekly report of Field Safety dnmaaill Clel mll e gl 8l L Led (38
Corrective Actions (FSCAs) for the period: -5 _yiall A3l <ol sy
From 31-Oct-21 Cra
To 06-Nov-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
FSCA
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Hospital name:

Date: |

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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Kingdom of Saudi Arabia 4% diogoull dunll A1l
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No. of Field Safety Corrective Actions (FSCA): 9 Adlad) @ AN dnsauaill cilg) oY) s

Active Implantable Devices

HeartMate Touch Abbott Cardiovascular and = Arabian Trade House Est. https://ncmdr.sfda.
Communication System Neuromodulation

[]

Anaesthetic and respiratory devices

[]

Rocket Pleural Vent Rocket Medical Modern Quality Est. cure/CA/CaViewRe
Diagnostic and therapeutic radiation devices

Biograph PETCT systems  Siemens Medical Solutions = Siemens Medical Solutions :cure/CA/CaViewRe

L1 O O

Philips EPIQ & Affiniti Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
Ultrasound Systems.. Arabia Ltd.
Various SOMATOM Systems SIEMENS Siemens Medical Solutions https://ncmdr.sfda.

with syngo.CT VB20 Software

Electro mechanical medical devices

FreeGo Enteral Feeding Zevex International Inc Abbott Saudi Arabia for  https://ncmdr.sfda. |:|
Pump Ref No. S400 Trading
Giraffe Incubator, Giraffe GE Healthcare GE Healthcare https://ncmdr.sfda.
OmniBed, Giraffe Incubator gov.sa/Secure/CA/
Carestation and Giraffe CaViewRecall.aspx

OmniBed Carestation —
Medical software

Centricity Universal Viewer GE Healthcare GE Healthcare https://ncmdr.sfda. |:|
Zero Footprint (ZFP)

Single-use devices

Rocket Thoracentesis Rocket Medical 7 Modern Quality Est. https://ncmdr.sfda. |:|
Catheter 8Fg & Accessories
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15904
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15902
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15900
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15899
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15905
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15906
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15901
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15907
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15903
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