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Report Reference: WwuU2540 2R g el 220

Publish date: 28-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 21-Sep-25 %)
To 27-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
geal‘thc/are f(eilcﬂity and ensure that the healthcare facility is free of any affected e Al A e L;h e ‘5_“1: TNVE IR ‘_“51
evice/product. . e e/ e 3 om s Alla b ximall aainall Jiaall xe Jual sille
* Jommunicate with the Authorised Representative of the manufacturer if there Oe gl She b /e 22 o S . }d
is any device/product affected by a Safety Alert Al iy
Y P Y Y AL 1) T e el 5l 68 5l Al e Shiaaall 5 a1 Jalis 46 ocle

*[To identify the affected serial numbers/lots, please open the Safety link.
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Safety NCMDR Ref.
Alert No.
1 SA-22-09-25-1063
2 SA-21-09-25-1062
3 SA-21-09-25-1061
4 SA-22-09-25-1064

No. of Safety Alerts: 4

Medical Device

Erytra analyzer

CONSTELLATION® ULTRAVIT®
(10K) and HYPERVIT® (20K)
probes

BD Alaris™ Pump Module 8100

DxC 500i Clinical Analyzer

Manufacturer

Diagnostic Grifols, S.A.

Alcon Laboratories Inc....

CareFusion 303, Inc..

Beckman Coulter...
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Adld) @) aas
Authorized Representative

/lmporter

ABDULLA FOUAD HOLDING
COMPANY

Alcon Pharmaceuticals Ltd

Becton Dickinson B.V.

Beckman Coulter Saudi
Arabia Co Ltd

Link

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

Medical Device Category

In vitro diagnostic devices

Electro mechanical medical
devices

Electro mechanical medical
devices

In vitro diagnostic devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/559
https://ade.sfda.gov.sa/Fsca/PublishDetails/557
https://ade.sfda.gov.sa/Fsca/PublishDetails/556
https://ade.sfda.gov.sa/Fsca/PublishDetails/558

