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NATIONAL HEALTH REGULATORY AUTHORITY

Chief Executive Office

Circular No. (4) 2021

Date: 22 February 2021

To All Medical Devices manufacturers and
Authorized Representatives

Subject: Medical devices registration
within the next 5 years

Based on Resolution No. (48) of 2020 on
Medical Devices and Products’ Quality Control
Article (7), “It is not permissible to
manufacture or introduce any medical device
and product to the Kingdom or put it in its
markets or use it, except after registering with
the Authority and obtaining written
permission to market from Authority”, the
National Health Regulatory Authority (NHRA)
would like to notify all medical devices
manufacturers and Authorized Representatives
that it is mandatory to register all medical
devices within the coming 5 years. Whereas,
starting from the 1st of February 2026, any
Medical Device regulated by NHRA that is not
registered will not be permitted to be imported
and marketed in the Kingdom of Bahrain.
Therefore, You have to ensure that all medical
devices are registered starting with the critical
and frequently imported medical devices as the
focus in the current period is on medium and
high risk medical devices. For more details and
information, please visit
https://www.nhra.bh/Departments/MDR/
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