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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update

Report Reference:
Publish date:

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

From

To

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-29-09-26-1571

SA-05-10-26-1578

SA-05-10-26-1577

SA-05-10-26-1576

SA-03-10-26-1573

SA-04-10-26-1574

SA-06-10-26-1579

No. of Safety Alerts: 7

Medical Device
HumaMeter A1c Reagent Kit
CareLink SmartSync Device

Manager

CareLink™ SmartSync™ Device
Manager

PVC Examination Gloves

Getinge Sterilizer Solsus 66

Philips Allura Xper R8.1.x and
R8.2.x systems with FlexVision
monitor

ORTHO Sera Anti-Fyb

Manufacturer

HUMAN Gesellschaft fur
Biochemica und Diagnostica

Medtronic Inc.

Medtronic Inc.

Anhui Intco Medical
Products Co., Ltd..

Getinge Disinfection AB

Philips Healthcare

Alba Bioscience
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Authorized Representative
/lmporter
Abdullah A. Baghaffar
Medtronic Saudi Arabia
Medtronic Saudi Arabia
Establishment Hulul AlTibb
Medical

Gulf Medical Co.

Philips Healthcare Saudi
Arabia Ltd.

Bio Standards

Link

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

https://ade.sfda.go

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

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

Medical Device Category
In vitro diagnostic devices
Electro mechanical medical
devices
Medical software
Single-use devices
Electro mechanical medical
devices
Diagnostic and therapeutic

radiation devices

In vitro diagnostic devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/1991
https://ade.sfda.gov.sa/Fsca/PublishDetails/1995
https://ade.sfda.gov.sa/Fsca/PublishDetails/1993
https://ade.sfda.gov.sa/Fsca/PublishDetails/1997
https://ade.sfda.gov.sa/Fsca/PublishDetails/1992
https://ade.sfda.gov.sa/Fsca/PublishDetails/1994
https://ade.sfda.gov.sa/Fsca/PublishDetails/1996

