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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.

* Communicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
FSCA
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Hospital name: |
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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

gauze compresses with x-ray Lohmann & Rauscher Medical Regulations Gate https://ncmdr.sfda. I:l
thread

Electro mechanical medical devices

BD Alaris™ neXus GP Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ncmdr.sfda.

Volumetric Pump and gov.sa/Secure/CA/ ]
BD Alaris™ neXus CC Syringe CaViewRecall.aspx?
Pump

Single-use devices

Bubble Tube audi Mais for Medical Produc‘:li Mais Co. For Medical Prod:cure/CA/CaViewRe:

DISPOSABLE INFUSION SET ng Kindly Medical Devices Cc‘|him M. Al-Mana & Bros. Co.:cure/CA/CaViewRe

00O 0O

YelloPort Elite Universal Seals Surgical Innovations Limited ‘ Title of Medical Technology :cure/CA/CaViewRe
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17255
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17253
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17254
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17251
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17252
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