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Saudi Food & Drug Authority 75

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update

Report Reference: Wwu2632

Publish date: 02-Aug-26

below is the weekly report of Safety Alerts for the period:

From 26-Jul-26
To 01-Aug-26

which affect Saudi Arabia and being followed up with the authorised
representatives to accomplish the required action.

* Kindly respond to the weekly report in both cases either you are affected or
not affected though the following link:
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https://surveys.sfda.gov.sa/surveys/?s=7KN979YXNHPPRENX

* 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

device/product.
* Communicate with the Authorised Representative of the manufacturer if there

is any device/product affected by a Safety Alert
*To identify the affected serial numbers/lots, please open the Safety link.
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https://surveys.sfda.gov.sa/surveys/?s=7KN979YXNHPPRENX

Safety
Alert No.

1
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

NCMDR Ref.

SA-22-07-26-1479

SA-27-07-26-1482

SA-26-07-26-1481

SA-29-07-26-1485

SA-29-07-26-1484

SA-30-07-26-1486

No. of Safety Alerts: 6

Medical Device

Panocell®-16

L-Cath™ PICC S/L (Peripherally ~ Argon Medical Devices, Inc.

Inserted Central Catheter Basic
Kit 28GA (1.2F) x 25cm 1 Lumen)

BECKMAN COULTER
CHEMISTRY ANALYZER AU480

STA - Staclot Protein S

STA® - CK. Prest

Insertion Kit, Guidewire, dilator.

Manufacturer

Immucor GmbH.

Beckman Coulter....

Diagnostica Stago S.A.S.

Diagnostica Stago S.A.S.

Getinge Disinfection AB
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Authorized Representative

/lmporter

Medical supplies & Services

Co.Ltd Mediserv

Tart Medical

DHR Diagnostics Arabia
Limited

Diagnostic Saudi Arabia
Trading Company

Diagnostic Saudi Arabia
Trading Company

Gulf Medical Co.

Link

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

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

https://ade.sfda.go

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

Single-use devices

In vitro diagnostic devices

In vitro diagnostic devices

In vitro diagnostic devices

Single-use devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/905
https://ade.sfda.gov.sa/Fsca/PublishDetails/904
https://ade.sfda.gov.sa/Fsca/PublishDetails/903
https://ade.sfda.gov.sa/Fsca/PublishDetails/906
https://ade.sfda.gov.sa/Fsca/PublishDetails/907
https://ade.sfda.gov.sa/Fsca/PublishDetails/908

