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Kingdom of Saudi Arabia ®_
Saudi Food & Drug Authority 7(

Medical Devices Sector

Surveillance & Biometrics Executive Department

Safety Communication A Al

A potential impairment of the sterile package

e Combination of Neonatal VVenous Hardshell Cardiotomy Reservoir with
QUADROX-I Neonatal Oxygenator with or without coating.

Device/ Product e Combination of Pediatric Venous Hardshell Cardiotomy Reservoir with

Description: QUADROX-I Pediatric Oxygenator.

e Pediatric Venous Hardshell Cardiotomy Reservoir.

e Neonatal Venous Hardshell Cardiotomy Reservoir.

Reference Numbers:

VHK 11000 BO-VHK 11000 BO-VHK 11000-] VKMO 10000

Affected product: BO-VKMO 10000 VKMO 11000 BO-VKMO 11000 BO-VKMO 11000 -J
VKMO 10000 VKMO 11000 BO-VKMO 11000 VKMO 30000
BO-VKMO 30000 VKMO 31000 BO-VKMO 31000 VHK 31000
BO-VHK 31000 BO-VHK 31000-J VKMO 30000

Manufacturer:

Maquet Cardiopulmonary GmbH

Problem:

A potential impairment of the sterile package of the system and the accessory part

“tight caps”.

Recommendation
[Actions:

Please quarantine and return immediately all affected products.

For more information, please click here & here.

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

SG-2112-372-H

12/26/2021



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15652
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15478
https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report

Authorized
Representative
Details

AR name:

Medical Elements Co

Assigned Contact Person:

Wassem Sameer Alssorani

Mobile/Phone:

+(966) 568539553

Email:

m.ilyas@medicalelementsco.com
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