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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 05-Mar-23 Cra
To 11-Mar-23 |

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

47\;.\;..43]\ Q\;\_).A:ﬂ\ J:\s.u Y‘,LAS}!

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
Lapmaaill el ) o 5L il b o s/ Slen
Al el lasy

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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Electro mechanical medical devices

EarlyVue VS30 Vital Signs Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
Monitor and EarlyVue VS30 Arabia Ltd. gov.sa/Secure/CA/ |:|

Vitals monitor

Habib™ EndoHPB Bipolar Boston Scientific Corp.. Boston Scientific Gulf for  https://ncmdr.sfda. |:|
Radiofrequency Catheter trading LLC

Heater Cooler Unit HCU 40 \QUET Cardiopulmonary Gm| Medical Elements scure/CA/CaViewRe [ ]

Trilogy Evo O2, Trilogy Evo Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda. ]
Universal, Trilogy EV300 Arabia Ltd.

In vitro diagnostic devices

CAPILLARYS 3 TERA Sebia. ABDULLA FOUAD https://ncmdr.sfda. I:l
CAPILLARYS 3 OCTA HOLDING COMPANY

Medical software

FreeStyle LibreLink App for Abbott Medical supplies & https://ncmdr.sfda. |:|
Android Services Co.Ltd Mediserv

Non-active implantable devices

Trifecta Valve and Trifecta St. Jude Medical Inc, Medical Regulations Gate https://ncmdr.sfda. |:|
Valve with Glide Technology
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18477
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18473
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18475
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18476
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=18479
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18474
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18480
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