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which affect Saudi Arabia and being followed up with the authorised 2 olady Cppaainall (liaal) ae Leialia (5 ol () g ASLaall L B Sl
representatives to accomplish the required action. Al el Ayl
* Kindly respond to the weekly report in both cases either you are affected or DA e dllig Sl axe o SN s B e gl 8T e ol Jali
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https:/ /surveys.sfda.gov.sa/surveys/?2s=CTLNDAZ7ARTRDHMA
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* Disseminate and share the information with other departments within the O L sla e oSl 5 Al il Jas dabisd) JLudY) / ol oY) e aranille
ggiliil;c/a;f Ofglclli;ty and ensure that the healthcare facility is free of any affected o Al @l 3 e b ilia ke o i/ Slea Lﬁi
: o b ilie aha e/ Slea 2 s :_ua.«ﬂ Lirall Jieadl ae Joal gille

* Jommunicate with the Authorised Representative of the manufacturer if there GRS e /e 2525 g . S . }d
. . Al el )
is any device/product affected by a Safety Alert . . . P < s
AaSlud) Iy L.)\J C.."\B ela 3 il dlal) il Miveall 53 jea¥) Jualdi 48 yaale

*To identify the affected serial numbers/lots, please open the Safety link.
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No. of Safety Alerts: 13 ) el A} axs
SA-21-07-24-520 Access HBc Ab Beckman Coulter... Beckman Coulter Saudi https://ade.sfda.go In vitro diagnostic devices
Arabia Co Ltd v.sa/Fsca/PublishD
2 SA-18-07-24-516  ACL TOP 350 CTS- ACL TOP 750 Instrumentation Laboratory = ABDULLA FOUAD HOLDING https://ade.sfda.go In vitro diagnostic devices
CTS SpA, a Werfen Company COMPANY
3 SA-23-07-24-527 All Randox RX/Evidence Randox Laboratories Ltd. Bio Standards https://ade.sfda.go In vitro diagnostic devices
Analysers
4 SA-18-07-24-517 BD BACTEC™ MGIT™ 960 PZA  Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ade.sfda.go  In vitro diagnostic devices
Kit
5 SA-17-07-24-514 BioFire® FilmArray® bioMerieux Inc Al-Jeel Medical & Trading Co. https://ade.sfda.go In vitro diagnostic devices
Gastrointestinal (GI) Panel LTD
6 SA-16-07-24-513 Horizon DXA System Hologic Inc Medical supplies & Services https://ade.sfda.go Diagnostic and therapeutic
Co.Ltd Mediserv v.sa/Fsca/PublishD radiation devices
7 SA-21-07-24-518  Immunoassay Speciality | — Level ~ Randox Laboratories Ltd. Bio Standards https://ade.sfda.go In vitro diagnostic devices
3
8 SA-12-06-24-458 MRI Systems Canon Inc Gulf Medical Co. https://ade.sfda.go Diagnostic and therapeutic

v.sa/Fsca/PublishD radiation devices

9 SA-22-07-24-526 NOVOSYN CHD B Braun Surgical SA Gulf Medical Co. https://ade.sfda.go Single-use devices
v.sa/Fsca/PublishD
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https://ade.sfda.gov.sa/Fsca/PublishDetails/32
https://ade.sfda.gov.sa/Fsca/PublishDetails/26
https://ade.sfda.gov.sa/Fsca/PublishDetails/37
https://ade.sfda.gov.sa/Fsca/PublishDetails/25
https://ade.sfda.gov.sa/Fsca/PublishDetails/24
https://ade.sfda.gov.sa/Fsca/PublishDetails/31
https://ade.sfda.gov.sa/Fsca/PublishDetails/34
https://ade.sfda.gov.sa/Fsca/PublishDetails/38
https://ade.sfda.gov.sa/Fsca/PublishDetails/35

Bio Standards

11

12

13

SA-21-07-24-519 RX Daytona Plus (with
ISE/without ISE)

SA-21-07-24-522 VITEK 2 Software
SA-22-07-24-524 VITROS Immunodiagnostic
Products

SA-10-07-24-504 Ziehm hand switch #88036

Version 1.02 for the device type:

Ziehm 8000
Ziehm Solo, Ziehm Solo FD
Ziehm Vision, Ziehm Vision FD
Ziehm Vision R, Ziehm Vision
RFD, Ziehm Vision RFD 3D

Randox Laboratories Ltd.

bioMerieux Inc

Ortho-Clinical Diagnostics

Ziehm Imaging GmbH.
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Al-Jeel Medical & Trading Co.

LTD

Samir Photographic Supplies
Co. Ltd.

Saudi Health Services Co. Ltd.

https://ade.sfda.go

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

https://ade.sfda.go

In vitro diagnostic devices

In vitro diagnostic devices

In vitro diagnostic devices

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

v.sa/Fsca/PublishD
etails/33

radiation devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/36
https://ade.sfda.gov.sa/Fsca/PublishDetails/27
https://ade.sfda.gov.sa/Fsca/PublishDetails/30
https://ade.sfda.gov.sa/Fsca/PublishDetails/33

