il Avibvall dfell
NATIONAL HEALTH REGULATORY AUTHORITY

Medical Devices Safety Notice

The National Health Regulatory Authority would like to alert all governmental and private healthcare facilities, local
agents and distributors that the below medical device:

Device Details

Device Name

Voyant EA020 Electrosurgical Generator

Device Model

150779

Lot No.

200014022
200014023

Manufacturer

Applied Medical

Country of Origin

USA

Reference

Link

Reason of Recall

NHRA initiates this FSN due to the use of an electrical board component from a non-approved
manufacturer, making the units non-compliant with UL safety certifications. There is no risk to
patient or user safety.

Action should be taken

Please stop using the above mentioned medical device and contact the authorized
representative Wael Pharmacy Co. W.L.L at rithyl@waelpharmacy.com to take the necessary
action for recall.

Your cooperation is highly appreciated in improving health services in the Kingdom of Bahrain.

Recall 2024 0011

For more information please contact Medical_Devices@nhra.bh
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