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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 20-Nov-22 Cra
To 26-Nov-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
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Hospital name:

;M‘ (Mu‘

Date: |
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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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Diagnostic and therapeutic radiation devices

Ingenia Elition, SmartPath to Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
Ingenia Elition X, MR 7700 Arabia Ltd. gov.sa/Secure/CA/ |:|
and ‘Upgrade to MR 7700’ CaViewRecall.aspx

MR systems

Electro mechanical medical devices

Alaris Large Volume Pump  Becton Dickinson & Co. (BD)  Becton Dickinson B.V.  https://ncmdr.sfda.

Module Model 8100, BD gov.sa/Secure/CA/ |:|
Alaris Large Volume Pump CaViewRecall.aspx

Module Model 8100

Arrow AutoCAT 2 Intra- Arrow International Inc Gulf Medical Co. https://ncmdr.sfda.
Aortic Balloon Pump, Arrow gov.sa/Secure/CA/
AC3 Optimus Intra-Aortic CaViewRecall.aspx

Balloon Pump
BD Alaris Infusion Devices Becton Dickinson & Co. (BD) Becton Dickinson B.V.  :cure/CA/CaViewRe

HS1/0nSite/Home AEDs Philips Medical Systems  ips Healthcare Saudi Arabia :cure/CA/CaViewRe:

Philips Fetal Spiral Electrode Philips Healthcare ips Healthcare Saudi Arabia :cure/CA/CaViewRe
t:slim X2 insulin pumps Tandem Diabetes Care, Inc Bio Standards cure/CA/CaViewRe

oot o

In vitro diagnostic devices

HemoslL AcuStar ADAMTS13  Instrumentation Laboratory ABDULLA FOUAD https://ncmdr.sfda.
Activity SpA, a Werfen Company HOLDING COMPANY

ORTHO Optix Reader. Ortho-Clinical Diagnostics ir Photographic Supplies Co.:cure/CA/CaViewRe:

HENEN

VENTANA PD-L1 Roche Diagnostics GmbH Jeel Medical & Trading Co. L:cure/CA/CaViewRe:
Medical software

Centricity Universal Viewer GE Healthcare GE Healthcare https://ncmdr.sfda. |:|
with PACS-IW foundation
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17348
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17337
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17341
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17346
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17339
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17349
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17342
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17340
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17338
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17344
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17347

Single-use devices

‘ Catheter Repair Kits ‘ BD Switzerland Sarl ‘ Becton Dickinson B.V.  :cure/CA/CaViewRe | |
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17345
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