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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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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.

Al e el § e ciladiie/d gl a2

L] e
v

bl leall Coms o) jal I 5 sl Alllaal Gl oY
(sl ol a5 pliall ddududll a6 ,Y) o 51kl 38 yeal e
Ll 8 o

Page 1 of 2



Kingdom of Saudi Arabia

Saudi Food & D

Medical Devices Sector

®
rug Authority ;5

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA):
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Anaesthetic and respiratory devices
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Philips V680 Ventilator ‘

‘ Philips Healthcare

Hips Healthcare Saudi Arabia chre[CA[CaViewRe‘

Diagnostic and therapeutic radiation devices

Panorama HFO 1.0T MRI
Systems mShield Physical
Firewall Devices

Philips Healthcare

Philips Healthcare Saudi
Arabia Ltd.

https://ncmdr.sfda
.gov.sa/Secure/CA

Electro mechanical m

edical devices

BD Alaris™ GW and GW800
Volumetric Pumps

BD Biosciences

Becton Dickinson B.V.

https://ncmdr.sfda

HLS Set Advanced, HIT Set
Advanced

MAQUET Cardiopulmonary
GmbH

Medical Elements

https://ncmdr.sfda

[l

MAC VU360 ECG systems H

GE Healthcare

GE Healthcare

ch re/CA/CaViewRe ‘

In vitro diagnostic devices

Bilirubin Direct, Bilirubin
Total (NBD), Creatinine
(Jaffe), Creatinine
(Enzymatic)

Thermo Fisher Scientific Oy

ABDULLA FOUAD
HOLDING COMPANY

https://ncmdr.sfda
.gov.sa/Secure/CA
/CaViewRecall.asp

Computer for iQ200 and
iChemVELOCITY

Beckman Coulter

Al-Jeel Medical & Trading
Co.LTD

https://ncmdr.sfda
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15437
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15438
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15434
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15435
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15436
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15431
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15153
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