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Safety Alerts Weekly Update

below is the weekly report of Safety Alerts for the period: 5l Aadbuall <l 1Y e )yl b Lad

From 01-Nov-26 Y
To 07-Nov-26 |
which affect Saudi Arabia and being followed up with the authorised 2% Lty (paainall (plieall g Lgiailia (5ol (Al 5 dSlaall L B il
representatives to accomplish the required action. Asasaill Giled )
* Kindly respond to the weekly report in both cases either you are affected or DA e Slid g Al pss 9 A Al 2 ‘_,G‘ggu.u‘\ﬂ RAN e ol Jal
;bUAi k,\\ JJ\

not affected though the following link:
https://surveys.sfda.gov.sa/surveys/?s=7KN979YXNHPPRENX

- Jlai¥ Jaslia A3 g gusa
O L la e oSl g Al sliiall Jay dabisd) JLudY) / ol oY) e asaniille

* 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 Al I e e )Sth b . i/ e &l

device/product. S T Wie/ Jlea 2 Ul a :'M.AH Addral)l Jileadl 20 Jual gille
* Jommunicate with the Authorised Representative of the manufacturer if there Ge g ot Saniea . Lg:d\ k,_’\j-“i_.’\
i devi duct affected by a Safety Alert : - :
is any device/product affected by a Safety Aler Sl 1)l e el 1 6l Al e Stiaeall 5 3 ga) Jaalds 43 jaale
*To identify the affected serial numbers/lots, please open the Safety link.
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Safety

Alert No.

1

Jdoallg Jainll Aqlall il o
Saudi Food & Drug Authority 75

Medical Devices Sector
Surveillance Biometrics Excutive Department

NCMDR Ref.

SA-29-10-26-1620

SA-29-10-26-1622

SA-03-11-26-1626

SA-03-11-26-1627

SA-03-11-26-1628

SA-29-10-26-1621

SA-04-11-26-1629

SA-02-11-26-1625

SA-28-10-26-1619

No. of Safety Alerts: 12

Medical Device

BLEPHADEMODEX

LithoVue Elite StoneSmartTM
Connect Console Power Adaptor

ES2® Spinal System Nitinol K-
Wire Blunt
Horizon® DXA systems
Uterine Curette
Incisive CT system
Multiple Instruments

Aptiva CTD Essential Reagent

COULTER DxH Diluent

Manufacturer

Laboratories THEA S.A.S

Boston Scientific Corp..

Stryker Spine.

Hologic Inc

KLS Martin GmbH + Co. KG

Philips Medical Systems

Beckman Coulter Inc..

INOVA Diagnostics, Inc.

Beckman Coulter....
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Authorized Representative
/lmporter

Jamjoom Medicine Store

Link

https://ade.sfda.go

Company Branch Abdul Latif v.sa/Fsca/PublishD

Boston Scientific Gulf for
trading LLC

https://ade.sfda.go

Zimmo Trading Establishment. https://ade.sfda.go

Medical supplies & Services
Co.Ltd Mediserv

International Medical
Supplies Company

Philips Healthcare Saudi
Arabia Ltd.

ABDULLA FOUAD HOLDING
COMPANY

ABDULLA FOUAD HOLDING
COMPANY

DHR Diagnostics Arabia
Limited

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

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

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

Medical Device Category

Single-use devices

Reusable devices

Non-active implantable

devices

Diagnostic and therapeutic
radiation devices

Single-use devices
Diagnostic and therapeutic
radiation devices
In vitro diagnostic devices

In vitro diagnostic devices

In vitro diagnostic devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/3030
https://ade.sfda.gov.sa/Fsca/PublishDetails/3032
https://ade.sfda.gov.sa/Fsca/PublishDetails/3035
https://ade.sfda.gov.sa/Fsca/PublishDetails/3037
https://ade.sfda.gov.sa/Fsca/PublishDetails/3036
https://ade.sfda.gov.sa/Fsca/PublishDetails/3031
https://ade.sfda.gov.sa/Fsca/PublishDetails/3038
https://ade.sfda.gov.sa/Fsca/PublishDetails/3034
https://ade.sfda.gov.sa/Fsca/PublishDetails/3033

Safety

Alert No.

10

11

12

NCMDR Ref. Medical Device

Salinose SYMBIOFILM Child
(Salinose Symbiofilm Isotonic
Saline Solution 0.9%, 100 mL)

SA-02-11-26-1623

Salinose SYMBIOFILM Adult
(Salinose Symbiofilm hypertonic
Saline Solution 2.2%)

SA-05-11-26-1633

SA-04-11-26-1630 Multiple Philips MR Systems

Manufacturer

Lallemand Pharma AG

Lallemand Pharma AG

Philips Healthcare
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Authorized Representative Link Medical Device Category

/lmporter

Single-use devices

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

Middle East Pharmaceutical
Industries Co Ltd

Single-use devices

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

Middle East Pharmaceutical
Industries Co Ltd

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

Philips Healthcare Saudi
Arabia Ltd.


https://ade.sfda.gov.sa/Fsca/PublishDetails/3040
https://ade.sfda.gov.sa/Fsca/PublishDetails/3042
https://ade.sfda.gov.sa/Fsca/PublishDetails/3041

