7\

\ N
nhra >
BAHRAIN |} N
~/
danlf esloaillg udoll @UALl Aingll Aluhll
NATIONAL HEALTH REGULATORY AUTHORITY

(it syl iSo
Chief Executive Office

Circular No. (27) 2023

Date: 20 November 2023
To All Medical Device Companies

Subject: Revision of Exemptions for Medical
Device Importation

To All Medical Device Authorized Representatives,
please be informed that effective January 1, 2024,
there will be a revision to the exemptions for
medical device importation under Circular 23
issued in 2020. This amendment is aimed at
ensuring compliance with national regulations and
safeguarding patient safety.

Under the revised guidelines, any applicant that is
subjected to repetitive violations by NHRA will no
longer be eligible for the exemption under Circular
23. This means that authorized representatives will
be required to register the medical device before
importation.

However, to ensure a smooth transition and
continued availability of essential medical devices
in the market, Circular 15 issued in 2021 will remain
in effect. This circular allows for the importation of
essential medical devices without prior registration
under special circumstances.

Authorized representatives are strongly advised to
review the latest guidelines and take necessary
steps to comply with the new regulations. Failure
to comply may result in delays in medical device
importation. For any questions or clarifications,
please contact us through email:
medical_devices@nhra.bh

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