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Topics to be covered

• What is medical device registration?

• Importance and benefits of medical device registration

• Important points to know before submitting an application

• Medical device registration requirements

• How do NHRA evaluate the medical devices registration application 
documents?

• Applications review time frame



What is medical device registration?

• Medical device registration is basically the process of ensuring the 
compliance of the medical device quality and safety with 
international standards.

• By fulfilling requirements that are adapted from worldwide 
recognized regulatory authorities.



Importance and benefits of medical device 
registration
• As per Resolution No. (48) of 2020 on Medical Devices and Products’ Quality Control, 

Only registered medical devices can be marketed in Bahrain.
• Grace period until February 2026.

• Registration enhances the level of traceability of devices in the kingdom and enables the 
end-user to easily contact the local authorized representatives.

• Registration facilitates the importation process.

• Applicants pay less importation fees for registered devices.

• Healthcare facilities are recommended by NHRA to prioritize purchasing registered 
medical devices to ensure the patient safety.
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Only NHRA registered authorized representatives 
can apply for medical device registration

All medical devices should be registered 
regardless of its risk classification

Registration is not linked to importation process 
whether HS code is regulated by NHRA or not.

Accessories/spare parts cannot be registered.

Fees are applied 

Important 
points to know 
before applying 
for medical 
device 
registration



Listing
• List all medical devices that you intend to 

import in the future. 

• Listing form is available on NHRA website.

• Includes medical device details.

• Filled listing form needs to be sent 
through email to 
medical_Devices@nhra.bh without 
appointment.

mailto:medical_Devices@nhra.bh


Process of Medical Device Registration
Authorized Representative reads guideline

Authorized Representative 

books an appointment 

through NHRA Microsoft 

Booking

Authorized Representative submits 

documents at time of appointment 

through email to 

medical_devices@nhra.bh

NHRA sends 

Application 

notice to pay

NHRA review the documents

Requirements 

Fulfilled

Reverted back to applicant 

to fufill the remaining 

requirements within 6 

months and 2 more 

submissions

Reject     
Registration 

license Notice to 

Pay

Issue License

NO
NO

Yes
Yes

Authorized Representative 

lists all devices

Authorized Representative 
prepare required documents
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Medical Device 
Registration Requirements



What is meant by official letters and what do NHRA 
requires to be included in these letters?

• Full address of all entities included in the letter. 

• Reference to the medical devices being applied for registration. 
• Scope

• Medical device name and model

• Signature/electronic signature and Stamp of the issuer.

• To be valid letter (if applicable).

• To be Issued by the required issuer.



Who is the legal manufacturer?

• Legal entity responsible for the product to be placed on the 
market under its name.

• Found on the artwork of medical devices.

Who is the Physical manufacturer?

• Manufacturing site.

Legal Manufacturer and Physical Manufacturer

legal manufacturer symbol



1. Application Form

AR, Manufacturer, and device details

No blank fields
Electronically filled

Authorized Representative



Medical Device Registration Requirements

1. Application Form



2. Technical Details

User Manual, Catalogue
Medical device description.
Medical device specifications.



3. Artwork

Medical Device Name

Reference NumberLegal Manufacturer name and address

Outer package of the medical 
device

Medical device name.

Legal Manufacturer name and address.

Reference/model number.



4. Authorization Letter OR Agreement

Official letter authorizing the applicant/authorized representative to 
register, import and sell the medical device in the Kingdom of Bahrain.

Needs to include the medical devices name and model or scope that covers them.

Legal Manufacturer

Authorized Representative



5. Relationship letter

Official Letter explaining who is the physical manufacturer/s and the regional 
distributor (Invoice issuer).

Legal Manufacturer

Needs to include the medical devices name and model or scope that covers them.



6.Instruction for use (ex: Leaflet)

Legal Manufacturer

Clear instruction on how to use the medical device.



7. List of marketed countries 

Official letter listing the countries that the 
device is approved and marketed in.

Legal Manufacturer

Reference countries: 

Saudi Arabia, USA, UK, Australia, Canada, Japan, Switzerland, 
Ireland, Denmark,  New Zealand, France, Holland, Belgium.



8. Field Safety Notice Records letter 

Legal Manufacturer

• If no records, FSN letter still needs to be 
provided. 

• Needs to include the medical devices name and 
model or scope that covers them.

Official letter listing the recalls and adverse events:
• Marketed in Bahrain > 5 years, Recalls affecting 

Bahrain only.
• Marketed in Bahrain < 5 years, Recalls affecting 

worldwide.



9. Recalls Report

Recalls affecting Bahrain Market Recalls not affecting Bahrain Market

Official letter or email that for 
each record stating that it is 
closed

NHRA medical devices post 
market department 

Legal Manufacturer

Official letter stating the actions 
taken regarding each record and 
whether it was closed 



10. List of End-users 

Official Letter listing the End-users of the devices.

Authorized Represenative

Mandatory in case the medical device already entered in Bahrain Market.



11. Quality Management System 
Certificate(QMS)

Certificate to proof that the manufacturer Quality 
Management system is as per international 
standard for medical devices 

ISO 13485 standard.
Scope of certificate covers the applied medical 

IAF accredited notified body.

Physical Manufacturer



12. Quality Assurance Certificate (QAC)

To certify that the medical device quality and 
safety is in conformity with medical devices 
international standards.

• MDD, IVDD, MDR, IVDR
• Scope of certificate covers the applied medical 
• Can be replaced by FDA certificate to foreign government.
• For class 1 non-sterile medical devices, a Declaration of 

Conformity can be submitted instead. 

NANDO member notified body

Legal Manufacturer



• For class III and IVD class D medical devices.
• MDD, IVDD, MDR, IVDR
• Scope of certificate covers the applied 

medical 
• Can be replaced by FDA certificate to 

foreign government.

NANDO member notified body

Legal Manufacturer

13. EC Design Examination Certificate

Certification that the medical device 
design is in conformity with medical 
devices international standards



14. Verification of quality documents

1. Online through the website of

Notifying body.

2. By sending an email to the notifying

Body and NHRA should be in the mailing

Loop.

medical_devices@nhra.bh

mailto:medical_devices@nhra.bh


15. Free Sale Certificate

Certification of compliance with the country’s 
regulations and the ability to freely market the 
device.

Competent Authority in the country of origin 
or one of the reference countries

Legal Manufacturer



16. Declaration of conformity (DOC) or Declaration letter.

Declaration that the device meets with the 
European medical device standards.

Legal Manufacturer

Medical device name and model.

Risk classification and GMDN code.



17. Free from porcine derivatives letter

Legal Manufacturer

Official letter that the device is free from porcine 
derivatives

Not applicable for In Vitro Diagnostic (IVD) Medical devices.



18. Classification letter

NHRA medical devices regulations department

Official letter classifying the product as a medical 
device.

Mandatory for the types of devices mentioned in 
the classification list. 



Time frame of reviewing medical devices 
registration applications

• Regular route - 8 to 16 weeks.

• Fast track route – 4 to 8 weeks.



50
PERCENT

2022 

Registered 

devices

Statistics

377 DEVICES

OUT OF 740 

DEVICES APPLIED 

in 2022 until end 

of quarter 2.

2022 Registered devices

Until end of quarter2



NHRA License Variation and Renewal

• Variation is any change that can happen to the medical device after 
registration. Example: Change in Artwork, Expiry of Quality 
documents.

• Renewal is done annually for all registered medical devices.     
Renewal Applications can be submitted 3 months from the expiry 
date.



Thank You


