A GO AT Medical Devices Safety Notice ﬂ
Kingdom of Bahrain

NATIONAL HEALTH REGULATORY AUTHORITY

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
Sastech Hygiene

Device Name
Lot/Batch No. All
Manufacturer Sastech Detergent Manufacturing Co. W.L.L
Country of Origin Bahrain

NHRA Registration Not Registered
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NHRA initiates this FSN due to the risks associated with the use of the above-mentioned hand
sanitizing gel as it contains of Benzalkonium Chloride which cause the following serious side effects:

Reason of Recall

o Swelling.
e Redness.
e Very bad skin irritation.

Action should be Please stop using the above-mentioned product and dispose of it
In case of any adverse events, please report to NHRA at medical_devices@nhra.bh
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For more information please contact Medical_Devices@nhra.bh




