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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 06-Mar-22 Cra
To 12-Mar-22 |

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

Opaainall Culinall g g 5 L5 ALl gy 8 il

Ansaill cile] ja Y das lady

i) Jalim ) g ase

pie gl ALY Ala B e gand) ol o ol el
A

Laall slanall Jals dilisal) sy / i laY) e asancille
oo b lie b o 3t/ Sl s 0 L sla g oSl
Aiaal) Al dass o) el yalyl

dsa s Al b piiaall adieall Jiaall g dual sille
Ll el a Y e sb Silie b o 3l Slea
ALl e

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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No. of Field Safety Corrective Actions (FSCA): 10 Adlad) @ AN dnsauaill cilg) oY) s

Diagnostic and therapeutic radiation devices

Philips Azurion R1.x System Philips Healthcare ips Healthcare Saudi Arabia :cure/CA/CaViewRe |:|

Electro mechanical medical devices

SIEMENS

ARTIS icono biplane, ARTIS
icono floor, and ARTIS
pheno Systems with syngo

Siemens Medical Solutions https://ncmdr.sfda.

gov.sa/Secure/CA/
CaViewRecall.aspx

Application Software

Prismaflex Control Unit, Baxter Healthcare Baxter AG https://ncmdr.sfda. I:l
PrisMax
PrisMax, V2, ROW Baxter Healthcare Baxter AG rcure/CA/CaViewRe: ]

In vitro diagnostic devices

ARCHITECT STAT Abbott Laboratories Inc

Myoglobin Calibrators

Medical supplies &
Services Co.Ltd Mediserv

https://ncmdr.sfda.
[]

Non-active implantable devices

ADVANCED MEDICAL
SOLUTIONS LTD..

LiquiBand FIX8 Open Hernia
Mesh Fixation Device

Eyad | Alshedwy Comm Est https://ncmdr.sfda. I:l

Single-use devices

Cautery Tip Cleaners Xodus Medical Inc... rizon International Medical c:cure/CA/CaViewRe: |:|

da Vinci X/Xi Vessel Sealer Gulf Medical Co.
Extend (PN 480422) and
SynchroSeal (PN 480440)

Instruments

https://ncmdr.sfda.
gov.sa/Secure/CA/
CaViewRecall.aspx D

Intuitive Surgical Inc

Boston Scientific Medical Regulations Gate https://ncmdr.sfda.

Corporation...

EXALT Model D Single-Use
Duodenoscope

https://ncmdr.sfda.

Vasofix® Safety / Vasofix®
Certo / VasoVet® 24G

Medical supplies &
Services Co.Ltd Mediserv

B. Braun Melsungen AG.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16061
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16054
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16055
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16057
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16062
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16063
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16058
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16060
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16056
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16059
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