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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance and Biometrics Executive Department

Safety Alerts Weekly Update
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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:

https://surveys.sfda.gov.sa/surveys/?s=4MT7LE]3DFP7HSL]
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* 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.
* Jommunicate 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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Safety
Alert No.

1
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Saudi Food & Drug Authority 75

Medical Devices Sector
Surveillance Biometrics Excutive Department

NCMDR Ref.

SA-15-05-25-892

SA-15-05-25-893

SA-19-05-25-896

SA-20-05-25-900

SA-11-05-25-887

SA-12-05-25-888

No. of Safety Alerts: 12

Medical Device

Reciprocating & Sternum Saws

ORTHO VISION® and ORTHO
VISION® Max analyzers

ENDOPATH ECHELON™
Vascular White Reload for
Advanced Placement Tip (35
mm, 4 Row)

Drive DeVilbiss Healthcare Car
Charger Power Cord Accessory

Chek-Stix® UA Diptube Liquid
QC

Liquid Urine Control — Level 2
and Assayed Urine Control -
Level 3

Manufacturer

Stryker Instruments.

Ortho-Clinical Diagnostics

Ethicon Inc.

Drive DeVilbiss
Siemens Healthcare
Diagnostics Inc..

Randox Laboratories Ltd.
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Authorized Representative Link Medical Device Category
/lmporter

Zimmo Trading Establishment. https://ade.sfda.go Electro mechanical medical
v.sa/Fsca/PublishD devices

Samir Photographic Supplies https://ade.sfda.go In vitro diagnostic devices
Co. Ltd.

Johnson & Johnson Medical https://ade.sfda.go Reusable devices
Saudi Arabia Limited v.sa/Fsca/PublishD
etails/400

Bio Standards https://ade.sfda.go Anaesthetic and respiratory
devices

ARABIAN MEDICAL & https://ade.sfda.go In vitro diagnostic devices
PHARMACEUTICAL CO.

Bio Standards https://ade.sfda.go In vitro diagnostic devices
v.sa/Fsca/PublishD


https://ade.sfda.gov.sa/Fsca/PublishDetails/396
https://ade.sfda.gov.sa/Fsca/PublishDetails/393
https://ade.sfda.gov.sa/Fsca/PublishDetails/400
https://ade.sfda.gov.sa/Fsca/PublishDetails/401
https://ade.sfda.gov.sa/Fsca/PublishDetails/394
https://ade.sfda.gov.sa/Fsca/PublishDetails/390

Safety

Alert No.

7

10

11

12

NCMDR Ref.

SA-15-05-25-891

SA-16-05-25-894

SA-18-05-25-895

SA-19-05-25-897

SA-20-05-25-898

SA-20-05-25-899

Medical Device

Evis Exera lll
Duodenovideoscope (TJF-
Q190V), Evis Lucera Elite
Duodenovideoscope (TJF-

Q290V), Duodenovideoscope

(TJF-Q170V)

Wireless foot switch used with
the Philips Zenition
50, Zenition 70, and Veradius
Unity systems

SOLTIVE™ Premium
SuperPulsed Laser System

Sophie 2020

BD Insyte Autoguard Shielded
IV Catheter

BD BACTEC™ MGIT™ 960 PZA
Kit

Manufacturer

Olympus Corporation of the
Americas .

Philips Medical Systems
Nederland B.V.

Olympus Corporation of the
Americas .
Fritz Stephan GmbH.

Becton Dickinson & Co. (BD)

Becton Dickinson & Co. (BD)
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Authorized Representative
/lmporter

Gulf Medical Co.

Philips Healthcare Saudi
Arabia Ltd.

Gulf Medical Co.

Link

https://ade.sfda.go
v.sa/Fsca/PublishD
etails/395

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

etails/397

https://ade.sfda.go

Al Khateeb United Trading Est. https://ade.sfda.go

Becton Dickinson B.V.

Becton Dickinson B.V.

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

https://ade.sfda.go

Medical Device Category

Electro mechanical medical
devices

Diagnostic and therapeutic
radiation devices

Electro mechanical medical
devices

Anaesthetic and respiratory
devices

Single-use devices

Laboratory equipment


https://ade.sfda.gov.sa/Fsca/PublishDetails/395
https://ade.sfda.gov.sa/Fsca/PublishDetails/397
https://ade.sfda.gov.sa/Fsca/PublishDetails/398
https://ade.sfda.gov.sa/Fsca/PublishDetails/399
https://ade.sfda.gov.sa/Fsca/PublishDetails/402
https://ade.sfda.gov.sa/Fsca/PublishDetails/403

