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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: Wwu2638 2R g el 220

Publish date: 13-Sep-26 1ol e

below is the weekly report of Safety Alerts for the period: 5l Al &l 1Y e saY) sl o Lasd
From 06-Sep-26 %)
To 12-Sep-26 &)
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=7KN979YXNHPPRENX

* 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
healthcare facility and ensure that the healthcare facility is free of any affected AL @ ) e b )31_3‘ b o 5tise/ e &l
device/product. ol i e/ lem 3 e o Alla 6 aiml] aciaal) Freall ao ol gille
* Jommunicate with the Authorised Representative of the manufacturer if there Oe gl She b /e 2525 g ZAS:J\ Q\j\i"

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-09-09-26-1549

SA-09-09-26-1550

SA-06-09-26-1543

SA-07-09-26-1546

SA-07-09-26-1544
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Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Safety Alerts: 10

Medical Device

Dexcom G7 iOS App

Dexcom G7 App

Liquid Urine Control - Level 2,
Liquid Assayed Chemistry
Control Premium Plus — Level 2,
Liquid Assayed Chemistry
Control Premium Plus — Level 3

SA-07-09-26-1545  Artisan Link Pro and Artisan Link

System

NDI Passive Spheres

SDS Solution 10% (w/v), SDS
Solution 20% (w/v) , 4X Laemmli
Sample Buffer, XT Sample
Buffer, Bio-Safe Coomassie Stain

SA-09-09-26-1548  PARENTE NC - PTCA BALLOON

CATHETER

Manufacturer

DexCom Inc

DexCom Inc

Randox Laboratories Ltd.

Agilent Technologies, Inc.

Medtronic Inc.

Bio-Rad Laboratories, Inc.

nabd llsnaat Company
Medical
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Adld) @) aas
Authorized Representative
/Importer
Bio Standards

Bio Standards

Bio Standards

Dar Al-Zahrawi Medical Co.

LLC

Medtronic Saudi Arabia

Dar Al-Zahrawi Medical Co.

LLC

nabd llsnaat Company
Medical

Link Medical Device Category

Medical software

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

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

https://ade.sfda.go In vitro diagnostic devices
v.sa/Fsca/PublishD
etails/1963

Medical software

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

Single-use devices

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

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

etails/1964

Single-use devices

https://ade.sfda.go


https://ade.sfda.gov.sa/Fsca/PublishDetails/1969
https://ade.sfda.gov.sa/Fsca/PublishDetails/1968
https://ade.sfda.gov.sa/Fsca/PublishDetails/1963
https://ade.sfda.gov.sa/Fsca/PublishDetails/1965
https://ade.sfda.gov.sa/Fsca/PublishDetails/1966
https://ade.sfda.gov.sa/Fsca/PublishDetails/1964
https://ade.sfda.gov.sa/Fsca/PublishDetails/1967

Safety

Alert No.

8

10

NCMDR Ref.

SA-09-09-26-1551

SA-06-04-26-1346

SA-30-09-25-1073

Medical Device

HemoslL AcuStar HIT-IgG (PF4-
H)

Sodium Bicarbonate

CARESCAPE B450, CARESCAPE
ONE, B1x5M/B1x5P VSP3.0,
B1x5M/B1x5P VSP4.0 Patient

Monitors and Portrait Vital
Signs Monitor

Manufacturer
Werfen..
Saudi Mais for Medical

Products

GE Healthcare
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Authorized Representative Link Medical Device Category
/lmporter

ABDULLA FOUAD HOLDING  https://ade.sfda.go  In vitro diagnostic devices
COMPANY

Saudi Mais Co. For Medical  https://ade.sfda.go Single-use devices
Products v.sa/Fsca/PublishD

GE Healthcare https://ade.sfda.go Electro mechanical medical
v.sa/Fsca/PublishD devices
etails/567


https://ade.sfda.gov.sa/Fsca/PublishDetails/1970
https://ade.sfda.gov.sa/Fsca/PublishDetails/781
https://ade.sfda.gov.sa/Fsca/PublishDetails/567

