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Safety
Alert No.

1

Joallg danll dslall Aidll

Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

NCMDR Ref.

SA-21-07-25-966

SA-21-07-25-965

SA-21-07-25-967

SA-22-07-25-968

SA-22-07-25-971

SA-22-07-25-970

No. of Safety Alerts: 8

Medical Device

Dexcom G7 App & Dexcom One

+ App

VentStar Helix heated (N) Plus,

VentStar Helix dual b (N) Plus
and VentStar Aquapor dual b
(N) Plus

Ultraview DM3 Monitor and
Spacelabs DM4

Affirm Prone Breast Biopsy
System

PVC Tubing (hose) used in
Ambulatory Blood Pressure
Monitoring (ABPM) Cuffs

Multiple X-ray diagnostic
equipments

Manufacturer

DexCom Inc

Draeger Medical Systems Inc

Spacelabs Healthcare Inc

Hologic Inc

Spacelabs Healthcare Inc

Shimadzu Corporation
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Authorized Representative
/Importer

Bio Standards

Draeger Arabia Co. Ltd.

Gulf Medical Co.

Medical supplies & Services
Co.Ltd Mediserv

Gulf Medical Co.

Medical supplies & Services
Co.Ltd Mediserv

Link Medical Device Category

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

https://ade.sfda.go Single-use devices
v.sa/Fsca/PublishD

etails/473

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

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

Reusable devices

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

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


https://ade.sfda.gov.sa/Fsca/PublishDetails/474
https://ade.sfda.gov.sa/Fsca/PublishDetails/473
https://ade.sfda.gov.sa/Fsca/PublishDetails/472
https://ade.sfda.gov.sa/Fsca/PublishDetails/475
https://ade.sfda.gov.sa/Fsca/PublishDetails/476
https://ade.sfda.gov.sa/Fsca/PublishDetails/477

Safety
Alert No.

7

NCMDR Ref.

SA-22-07-25-969

SA-24-07-25-972

Medical Device Manufacturer

- Digital Radiography System Shimadzu Corporation
RADspeed safire
- RADspeed Pro
- CEILING TUBE SUPPORT CH-
200
- CEILING TUBE SUPPORT CH-

200M

Massage table Elemental REF N/A.....
ICE S4.FO

Massage table Elemental REF
ICE S3.FO

Safari Massage table (Jaguar)
REF P5.F4
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Authorized Representative Link Medical Device Category

/lmporter

Medical supplies & Services https://ade.sfda.go Diagnostic and therapeutic
Co.Ltd Mediserv v.sa/Fsca/PublishD radiation devices
etails/478

https://ade.sfda.go Electro mechanical medical

v.sa/Fsca/PublishD devices
etails/479

Care Techniques Est.



https://ade.sfda.gov.sa/Fsca/PublishDetails/478
https://ade.sfda.gov.sa/Fsca/PublishDetails/479

