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Date: 24 March 2025 2025

To all Authorized Representatives of Medical Devices
Subject: Circular Regarding Resolution No. (69) of 2024
Amending Certain Provisions of Resolution No. (48) of 2020
In accordance with Resolution No. (69) of 2024, which
amends certain provisions of Resolution No. (48) of 2020
concerning the quality control of medical devices and
products, please note the following amendments:

1. Amendment to Article (10), Paragraphs 1 and 2 The first
and second paragraphs of Article (10) have been amended to
state that the registration and marketing license for medical
devices and products, provided they meet international
quality and safety standards, shall now be valid for three
years instead of one year, subject to the full payment of the
payable fees.

2. Addition of a New Definition to Article (1)

Low-risk home-use medical devices: Medical devices and
products used outside healthcare settings, that do not require
complex maintenance, and do not require a prescription,
such as digital thermometers and blood pressure monitors.
3. Addition of a New Article (7) bis to the Resolution A new
article, numbered (7) bis, has been introduced, recognizing a
list of regulatory authorities from the following reference
countries. Registration certificates issued by these authorities
may serve as an alternative pathway to fulfilling the standard
registration requirements for medical devices and products:
Kingdom of Saudi Arabia — Represented by the Saudi Food
and Drug Authority (SFDA).

United States of America — Represented by the Food and
Drug Administration (FDA).

Australia — Represented by the Therapeutic Goods
Administration (TGA).

Japan — Represented by the Pharmaceuticals and Medical

Devices Agency (PMDA).
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United Kingdom — Represented by the Medicines and
Healthcare Products Regulatory Agency (MHRA).

Ireland — Represented by the Health Products Regulatory
Authority (HPRA).

Switzerland — Represented by Swissmedic.

France — Represented by the French National Agency for
Medicines and Health Products Safery (ANSM).

Germany — Represented by the Federal Institute for Drugs
and Medical Devices (BfArM).

4. Amendment to Article (12) of Resolution No. (48) of 2020
Article (12) of Resolution No. (48) of 2020, which states: "The
Authority may withdraw or prohibit the use of any medical
device or product upon determining that it may pose a risk to
the health or safety of patients and users,” has been amended
to include the following phrase at the end: "The costs of
destruction or disposal shall be borne by the violator.”

These amendments shall take effect from the date of
publication of this circular. All authorized representatives are
required to comply with these amendments to ensure
adherence to the applicable regulations and legislation in the
Kingdom.

We highly appreciate your cooperation in upholding and
enhancing the quality of healthcare services in the Kingdom

of Bahrain.
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