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Date: 9" june 2026

Circular No.: (15) 2026

To: Authorized Representatives (AR's)

Subject: Updated Fee Schedules of services and requests for medical devices and products

in the National Health Regulatory Authority

In reference to Resolution No. (24) of 2021, amending certain provisions of Resolution No. (20) of 2016 on the
categories of fees for private healthcare facilities, and in accordance with Resolution No. (48) of 2020 on the
control of the quality of medical devices and products, the National Health Regulatory Authority (NHRA)
hereby informsall relevant stakeholders of the updated fee schedule applicable to medical devices and supplies
services.

The fee schedule applies to licensing, registration, importation, traceability and other related services for

medical devices and supplies, as set out below.

The applicable fees shall be settled in accordance with the procedures and payment mechanisms specified by

NHRA, including through the relevant NHRA systems and platforms where applicable.

All stakeholders are requested to review the fee schedule and ensure compliance with the applicable payment

requirements when submitting requests to NHRA.

Thank you for your cooperation.

v

Dr. Ahmed Mohamed Al Ansari

Chief Executive Officer

E-mail : info@nhra.bh P.O.Box: 11464, Manama
Tel : 497317113333

Web site : www.nhra.bh Kingdom of Bahrain
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Annex 1: Medical Devices and Supplies Fee Schedule

Table 1: Medical Devices Authorized Representative Licensing Services

Service Type ltem Type Fees Norm
Authorized Representative License Application fee 50 Each new order
First license 1,000 First license
Class A
License renewal 700 Annual
First license 700 First license
Class B
Authorized Representative License renewal 500 Annual
licensing First license 500 First license
Class C
License renewal 300 Annual
First license 300 First license
ClassD
License renewal 200 Annual
1,000 First license
Medical devices Warehouse licensing
800 Annual
5,000 First license
Medical devices manufacturer licensing
3,000 Annual
Update medical device facilities data 50 Each request
Re-inspection of medical device facilities 50 Each request

E-mail : info@nhra.bh P.O.Box: 11464, Manama
Tel: +973171133 33

Web site : www.nhra.bh Kingdom of Bahrain
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Table 2: Medical Device Registration Services

All medical device registrations have a 3-year validity period.

Fees
Service Type Item Type (Every3 Norm
yesrs)
Application to submit a medical device registration 5 Each application
Medical Device & Supplies Traceability fee 5 Each individual device
Low risk Registration/Renewal 150 Triannual per license
Medical device
Medium risk | Registration/Renewal 300 Triannual per license
registration
High risk Registration/Renewal 1,000 Triannual per license
Update medical device registration data 20 Each device
Table 3: Medical Devices Importation Services
Service Type ltem Type Fees Norm
Registered 05 Each type
Medical device
Request approval to Unregistered 2 Each type
importa single device IVD/combinedmedic Registered 1 Each type
al device Unregistered 3 Each type
Verify the validity of the quality certificate 5 Each type
regular 20 Each type
Product classification request
Urgent 40 Each type
Demurrage for the device till approval 100 Per day per shipment
Issuing a product classification certificate 15 Each certificate
Sample examination 5 Each type
Inspecting the shipment at the port 10 Each type
E-mail : info@nhra.bh P.O.Box: 11464, Manama
Tel: 4973171133 33
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Table 4: Other Service
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Product disposal supervising

Service Type Item Fees Norm
Submita request for approval to use the
i 05 Each device
Permit to use device
Evaluate the viability of the product 50 Each device
Issuing certificates for medical manufacturer and devices, free sale
10 Each request
and other paper documents
25 Each request

The above fee schedule shall be applied from 1% May 2026, unless otherwise instructed by NHRA.

All fees are stated in Bahraini Dinar.

For inquiries or further clarification, stakeholders are requested to contact:

md-support@nhra.bh

E-mail : info@nhra.bh P.0.Box: 11464, Manama

Web site : www.nhra.bh Kingdom of Bahrain

Tel: +973171133 33



