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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update
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below is the weekly report of Safety Alerts for the period: 5l Aadlall <l HIY e )y el b Lasd

From 18-Oct-26 )

To 24-Oct-26 S
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representatives to accomplish the required action. Apaaail) Gle) jaY!
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https://surveys.sfda.gov.sa/surveys/?s=7KN979YXNHPPRENX
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* Role of contact officer:

* Disseminate and share the information with other departments within the
healthcare facility and ensure 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 Safety Alert

*To identify the affected serial numbers/lots, please open the Safety link.

Page 1 of 3


https://surveys.sfda.gov.sa/surveys/?s=7KN979YXNHPPRENX

Safety
Alert No.

1
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

NCMDR Ref.

SA-19-10-26-1597

SA-19-10-26-1599

SA-18-10-26-1595

SA-18-10-26-1594

SA-18-10-26-1596

SA-18-10-26-1593

SA-20-10-26-1600

SA-22-10-26-1604

No. of Safety Alerts: 12

Medical Device

CNS-6200 Series Central Nurse

Station

BU KWANG Crystal-Ject

(Disposable syringe with needle)

Philips Azurion systems

FreeStyle Libre 3 app

Access HIV Ag/Ab Combo
Calibrator

NOxBOXi Nitric Oxide Delivery
Device

BIOFIRE® FILMARRAY ®
Pneumonia Panel, BIOFIRE®
FILMARRAY® Pneumonia plus
Panel, and BIOFIRE® Joint
Infection Panel

i-STAT hs-Tnl cartridge

Manufacturer

Nihon Kohden Corporation..

BU KWANG MEDICAL INC.

Philips Medical Systems
Nederland B.V.

Abbott Laboratories Inc

Beckman Coulter....

NOxBOX Ltd.

bioMerieux Inc

Abbott Point of Care

Page 2 of 3

x

Lhal) e 3liiall g 5 3g2Y) pllad
4 ganl) il g A8 18 AL0ATH B lay)

Al A s

Authorized Representative
/lmporter

Link

FAROUK, MAAMOUN TAMER https://ade.sfda.go

& COMPANY

humeidan and khowaiter co.

Philips Healthcare Saudi
Arabia Ltd.

Medical supplies & Services
Co.Ltd Mediserv

DHR Diagnostics Arabia
Limited

Techno Orbits Company

Al-Jeel Medical & Trading Co.

LTD

Medical supplies & Services
Co.Ltd Mediserv

https://ade.sfda.go

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

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

https://ade.sfda.go

https://ade.sfda.go

https://ade.sfda.go
v.sa/Fsca/PublishD
etails/3013

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

Medical Device Category
Hospital hardware
Single-use devices

Diagnostic and therapeutic
radiation devices

In vitro diagnostic devices

In vitro diagnostic devices
Anaesthetic and respiratory
devices

In vitro diagnostic devices

In vitro diagnostic devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/2007
https://ade.sfda.gov.sa/Fsca/PublishDetails/2013
https://ade.sfda.gov.sa/Fsca/PublishDetails/2011
https://ade.sfda.gov.sa/Fsca/PublishDetails/2008
https://ade.sfda.gov.sa/Fsca/PublishDetails/2009
https://ade.sfda.gov.sa/Fsca/PublishDetails/2010
https://ade.sfda.gov.sa/Fsca/PublishDetails/3013
https://ade.sfda.gov.sa/Fsca/PublishDetails/3016

Safety

Alert No.

9

10

11

12

NCMDR Ref.

SA-20-10-26-1601

SA-30-06-26-1449

SA-18-10-26-1592

SA-19-10-26-1598

Medical Device Manufacturer

Dual IBP Adapter Philips Medizin Systeme

GmbH

LEONI plus / LEONI plus HFO /
LEONI plus transport ventilators

Lowenstein Medical GmbH
&Co.KG

cobas ¢ 703 Analytical Unit Roche Diagnostics GmbH.

TruSystem 7000 and TruSystem Baxter Healthcare

7500
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Authorized Representative
/lmporter

Philips Healthcare Saudi
Arabia Ltd.

Bio Standards

Roche Diagnostics Saudi
Arabia Limited

Baxter AG

Link Medical Device Category

Reusable devices

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

https://ade.sfda.go Anaesthetic and respiratory
devices

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

https://ade.sfda.go

In vitro diagnostic devices

Hospital hardware


https://ade.sfda.gov.sa/Fsca/PublishDetails/3014
https://ade.sfda.gov.sa/Fsca/PublishDetails/875
https://ade.sfda.gov.sa/Fsca/PublishDetails/651
https://ade.sfda.gov.sa/Fsca/PublishDetails/2012

