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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 BD BACTEC™ MGIT™ 960 PZA Kit
Device Model 245128
Lot No. 4262044
4362418
Manufacturer Becton, Dickinson & Company
Country of Origin USA
Reference Link
NHRA initiates this FSN due to the risk of false pyrazinamide (PZA) resistance results, which
Reason of Recall may lead to suboptimal tuberculosis treatment, prolonged therapy, and increased risk of side
effects such as hepatotoxicity and neuropathy.
Action should be taken | Please stop using the above mentioned medical device and contact the authorized
representative Wael Pharmacy Co. at sharon@waelpharmacy.com to take the necessary
action for recall.

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

For more information please contact Medical_Devices@nhra.bh
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