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Medical Devices Sector dhal) il Jliniall g 3 jgaY) gUad
Surveillance and Biometrics Executive Department g gaad) il ) g 4408 1 0850 5 0aY)
Safety Alerts \Weekly Update Aadlad) il A o pand) o Al
Report Reference: Wwu2538 2R g el 220

Publish date: 14-Sep-25 1ol e

below is the weekly report of Safety Alerts for the period: 5l Al &l 1Y e saY) sl o Lasd
From 07-Sep-25 %)
To 13-Sep-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

Medical Devices Sector
Surveillance Biometrics Excutive Department

NCMDR Ref.

SA-20-08-25-1018

SA-11-09-25-1044

SA-09-09-25-1040

SA-04-09-25-1034

SA-09-09-25-1041

SA-05-09-25-1035

SA-10-09-25-1043

SA-02-09-25-1031

SA-05-09-25-1036
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No. of Safety Alerts: 14 Al @l ) aas
Medical Device Manufacturer Authorized Representative
/Importer
GETINGE 88-5 Washer Getinge Disinfection AB Gulf Medical Co.
disinfector
ARGUS PB-3000 Schiller AG Medical supplies & Services
Co.Ltd Mediserv
Atellica CH Siemens Healthcare ABDULREHMAN AL GOSAIBI
Urinary/Cerebrospinal Diagnostics GmbH GTB
Fluid Protein

ID-DiaPanel and ID-DiaPanel-P  Bio-Rad Medical Diagnostics ABDULREHMAN AL GOSAIBI

GTB
AW Server GE Healthcare GE Healthcare
Philips Allura Xper, Allura CV20 Philips Medical Systems Philips Healthcare Saudi
and Allura Centron Systems Nederland B.V. Arabia Ltd.
Charging unit mounted W/T AC Baxter Healthcare Baxter AG
TS7500
Atlan anaesthesia workstations Draeger Medical Systems Inc Draeger Arabia Co. Ltd.
Philips Allura Systems Philips Medical Systems Philips Healthcare Saudi
Nederland B.V. Arabia Ltd.
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Link Medical Device Category

https://ade.sfda.go Electro mechanical medical

devices

https://ade.sfda.go Diagnostic and therapeutic
v.sa/Fsca/PublishD radiation devices

https://ade.sfda.go  In vitro diagnostic devices
v.sa/Fsca/PublishD

https://ade.sfda.go  In vitro diagnostic devices
v.sa/Fsca/PublishD

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

https://ade.sfda.go Diagnostic and therapeutic
radiation devices

https://ade.sfda.go Hospital hardware

https://ade.sfda.go Anaesthetic and respiratory
v.sa/Fsca/PublishD devices

https://ade.sfda.go Diagnostic and therapeutic
v.sa/Fsca/PublishD radiation devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/527
https://ade.sfda.gov.sa/Fsca/PublishDetails/538
https://ade.sfda.gov.sa/Fsca/PublishDetails/540
https://ade.sfda.gov.sa/Fsca/PublishDetails/528
https://ade.sfda.gov.sa/Fsca/PublishDetails/534
https://ade.sfda.gov.sa/Fsca/PublishDetails/529
https://ade.sfda.gov.sa/Fsca/PublishDetails/536
https://ade.sfda.gov.sa/Fsca/PublishDetails/537
https://ade.sfda.gov.sa/Fsca/PublishDetails/530

Safety
Alert No.
10
11
12

13

14

NCMDR Ref.

SA-07-09-25-1037

SA-07-09-25-1038

SA-08-09-25-1039

SA-11-09-25-1046

SA-10-09-25-1042

Medical Device

Liquid Assayed Specific Protein
Control 1/2/3
STA Liatest D-Di Plus
Vyntus Devices with

SNIP/RHINO Option

DEFIGARD HD-7

Vista 120/120 S monitor

Manufacturer

Randox Laboratories Ltd.

Diagnostica Stago S.A.S.

Jaeger Medical

Schiller AG

Draeger Medical Systems Inc
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Authorized Representative Link Medical Device Category
/lmporter

Bio Standards https://ade.sfda.go In vitro diagnostic devices

Diagnostic Saudi Arabia https://ade.sfda.go In vitro diagnostic devices
Trading Company v.sa/Fsca/PublishD

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

Medical supplies & Services https://ade.sfda.go Electro mechanical medical
Co.Ltd Mediserv v.sa/Fsca/PublishD devices

Draeger Arabia Co. Ltd. https://ade.sfda.go Electro mechanical medical
v.sa/Fsca/PublishD devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/531
https://ade.sfda.gov.sa/Fsca/PublishDetails/541
https://ade.sfda.gov.sa/Fsca/PublishDetails/532
https://ade.sfda.gov.sa/Fsca/PublishDetails/539
https://ade.sfda.gov.sa/Fsca/PublishDetails/535

