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Publish date:  06-Jul-25 « il g s

below is the weekly report of Safety Alerts for the period: 5l Al &l 1Y e saY) sl o Lasd
From 29-Jun-25 %)
To 05-Jul-25 &)
which affect Saudi Arabia and being followed up with the authorised 2 alady Cpaainall (plieall pae leialia (5 s Al g ASLaall Lga 3 il
representatives to accomplish the required action. Aonaaatdll el Al
* Kindly respond to the weekly report in both cases either you are affected or DA e dlldg Sl axe g AN s A e saal) 81 e 3l Jali
not affected though the following link: solia) Jasl )

https://surveys.sfda.gov.sa/surveys/?s=4MT7LE]3DFP7HSL]

* Role of contact officer: sJlai¥) Jaba 4] g s *
* Disseminate and share the information with other departments within the Ol sla e oSl g daal) sliall Jals ddlisall ALY/ il oY) e asancille
gZilitC}éc/a;:Ofgsclicy and ensure that the healthcare facility is free of any affected o - Aol :;,\ Sl q_,\ (JA b )3}*,‘ ‘54_1, o 5tise/ e | .‘_5\
* Jommunicate with the Authorised Representative of the manufacturer if there Ge g2 S b p e/ Jam 2525 Al e dinal %ﬁf‘:\‘jﬁ;

is any device/product affected by a Safety Alert . . . . . . e
Al A dayl ) 28 el 0 s ilaal) Al cola i) 53 jeaty) Jualdi 48 el
*[To identify the affected serial numbers/lots, please open the Safety link. MR 6 S
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Safety
Alert No.

1

NCMDR Ref.

SA-01-07-25-947

SA-18-06-25-932

SA-01-07-25-948

SA-26-06-25-943

SA-26-06-25-941

SA-29-06-25-945

SA-30-06-25-946

SA-24-06-24-468

SA-22-01-25-758

Joallg danll dslall Aidll

Saudi Food & Drug Authority

Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Safety Alerts: 10

Medical Device

HeartSine Samaritan PAD

MRI Systems

Fine Micro Cannula

HAMILTON-C6

Ransel Glutathione Peroxidase

Unsaturated Iron Binding

Capacity (UIBC) Reagent

Philips MR Systems

BiPAP A40 Pro Ventilator, BiPAP
A40 EFL Ventilator, and BiPAP
A30 EFL Ventilator

Philips Allura and Azurion
systems

Manufacturer

x

Lhal) il Jliniall 9 3 g2y gUad
g gaad) b8l g 4008 11 L0850 5 ey

Adld) @) aas

Authorized Representative Link

/lmporter

HeartSine Technologies Ltd Al-Jeel Medical & Trading Co. https://ade.sfda.go

Canon Inc
Changzhou Shuangma
Medical Device Co. Ltd.

HAMILTON MEDICAL AG
Randox Laboratories Ltd.
Beckman Coulter...
Philips Medical Systems

Nederland B.V.

Respironics Inc

Philips Healthcare
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https://ade.sfda.go
v.sa/Fsca/PublishD

https://ade.sfda.go
v.sa/Fsca/PublishD

https://ade.sfda.go
v.sa/Fsca/PublishD

https://ade.sfda.go
v.sa/Fsca/PublishD

https://ade.sfda.go

Gulf Medical Co.

Nawat Health Medical Est

Daleel Al Raeda Trading Est

Bio Standards

Beckman Coulter Saudi
Arabia Co Ltd

https://ade.sfda.go
v.sa/Fsca/PublishD

https://ade.sfda.go
v.sa/Fsca/PublishD

Philips Healthcare Saudi
Arabia Ltd.

Philips Healthcare Saudi
Arabia Ltd.

Philips Healthcare Saudi https://ade.sfda.go

Arabia Ltd.

Medical Device Category

Electro mechanical medical

devices

Diagnostic and therapeutic

radiation devices

Single-use devices

Anaesthetic and respiratory

devices

In vitro diagnostic devices

In vitro diagnostic devices

Diagnostic and therapeutic

radiation devices

Anaesthetic and respiratory

devices

Diagnostic and therapeutic

radiation devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/454
https://ade.sfda.gov.sa/Fsca/PublishDetails/437
https://ade.sfda.gov.sa/Fsca/PublishDetails/452
https://ade.sfda.gov.sa/Fsca/PublishDetails/449
https://ade.sfda.gov.sa/Fsca/PublishDetails/448
https://ade.sfda.gov.sa/Fsca/PublishDetails/450
https://ade.sfda.gov.sa/Fsca/PublishDetails/451
https://ade.sfda.gov.sa/Fsca/PublishDetails/138
https://ade.sfda.gov.sa/Fsca/PublishDetails/263

Safety NCMDR Ref. Medical Device Manufacturer Authorized Representative Link Medical Device Category
Alert No. /Importer

10 SA-13-02-25-785 Centricity Universal Viewer and GE Healthcare GE Healthcare https://ade.sfda.go Medical software
Centricity PACS-IW
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