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Attached below is the weekly report of Field Safety dnmaill Clel ml e g1 N L Lad (38 5
Corrective Actions (FSCAs) for the period: 5 yall Sl <l sy
From 17-Jan-21 %)
To 23-Jan-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: |

| ::,M i \au\

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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Anaesthetic and respiratory devices

FREE O2 Automated Oxygen OxyNov inc Techno-Orbits https://ncmdr.sfda. I:l
Therapy Devices Establishment

Electro mechanical medical devices

Colonovideoscope and Olympus Salehiya Trading Est. https://ncmdr.sfda. I:l
Gastrointestinal Videoscope

Non-active implantable devices

Medptronic Strata I, Delta, Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
and CSF-Flow Control Valves gov.sa/Secure/CA/ I:l
and Shunts
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15514
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15516
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15515
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