7a

Kingdom of Saudi Arabia 7‘- Auognull dunll AsS 1yl
Saudi Food & Drug Authority Z dgallg danll dolall &iull

Medical Devices Sector duhll cilatiall g 3 jgad) £lhkd
Surveillance & Biometrics Executive Department dy ganl LT 5—;@411 43 d ) Bl
Safety Communication dadl Al

Unauthorized medical device - Life Point (plus) Defibrillator

Device/ Product

Description: Life Point (plus) Defibrillator

Affected product: | All

Manufacturer: METsis Medikal

Problem: The medical device does not have marketing authorization (MDMA) from SFDA

Make sure that this document is reached to the end-users.
Ensure that all affected devices are identified and stop use it.
Recall all affected medical devices.

Contact your supplier to return the affected devices.

Recommendation

[Actions: If you think you had a problem with your device or a device your patient uses, please
report the problem to SFDA through:

NCMDR

Vigilance system

(19999 )unified call center
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https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report

Suppliers details

Responsible Team1 advanced company _
suppliers : for contracting GE healthcare Arabia
Assigned

Contact Person:

Mushari Abdullah Aldkeel

Samer Abdulaziz Albawardi

Mobile/Phone:

+(966) 551330570

+(966) 555402028

Email:

raed.odetallah@teamlms.com

KSA.RA@ge.com

SG-2108-345-H

10/08/2021



mailto:raed.odetallah@team1ms.com
mailto:KSA.RA@ge.com

