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Safety Communication A Al

Risk of Bacteria Contamination

Device/ Product
Description:

Ultrasound Gels and Lotions

Affected product:

Multiple pack and bottle sizes, check below for complete information

Manufacturer: DJO, LCC. (The physical manufacturer of this product is Eco-Med Pharmaceutical)
Risk of bacterial contamination with Burkholderia cepacia complex (Bcc). The use of
Problem: affected ultrasound gels and lotions contaminated with Bcc may lead to serious

infections, including bloodstream infections, which may result in sepsis or death.

Recommendation
[Actions:

Make sure that this document is reached to the end-users.

Ensure that all devices affected are identified.

Immediately stop using and discard all affected ultrasound gel and lotion.
Contact the authorized representative for required support.

For more information, please click 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

Authorized
Representative
Details

AR name: Care Techniques Est.

Assigned Contact Person: | Faisal Al-Haitty

Mobile/Phone: +(966) 563529920

Email: ct.sfda.saber@gmail.com

SG-2109-356-H
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15843
https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report

