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Medical Devices Registration Application form
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Renewal New Registration Variation
Section2 Authorized Representative (AR) details aoi=oll JicoJl WLly 2 ouud
Name row\l AR License No agizoll Jiooll Uarayi od)

Section3 License renewal required documents

License Number

M D -B H -

1 An official letter issued from the legal manufacturer stating whether there
are changes/updates done to the medical device/s or not.

2 All documents required in “Section 6” should be submitted and the updated
details should be highlighted (if any).

Section4 Manufacturers details

Legal Manufacturer Name LIl &unoll rouwl

Physical Manufacturer Name

ul=all &inoll ouwl

Section5 Device details

If the application includes more than one medical device Please skip
this section and use the bundling table attached below

Name row VI Model No
Risk Classification djghAallerini
Active Medical Device .
I - 111
L b Sea I-Non Sterile Ila IIB
In-vitro Medical Device
General IVD A B C D

Tl 53 ke 8302

Shelf life (if any)
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Legal Manufacturer Address k__;JgJLﬁJI &dnoll Ylaic

Physical Manufacturer Address Vi)l &inollYlgic
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jiadl Use Type rolaAiw)l Eqi
Single Multiple
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GMDN Code
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Marketing Price
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BHD

Purchasing Price
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Section6 Required Documents

1 Technical Details such as User manual, Catalogue, and Service Manual

2 Art Work i.e. Label of the Medical Device. Should include the Name, UDI
(Unique Device Identification) code, and legal manufacturer with address

3 Agreement or Authorization letter issued by the legal manufacturer to the
Authorized Representative for the distribution of the applied Medical
Device/s in the Kingdom of Bahrain

4 Official Letter issued by the legal manufacturer stating its relationship with
the physical manufacturers and regional authorized distributors (if applicable)
regarding the medical device(s). Full addresses must be stated.

5 Instruction for use (IFV) issued by the Legal Manufacturer with the address
matching the artwork.

¢ List of countries the medical device has been marketed in, issued by the Legal
manufacturer

7 If the device has been marketed in Bahrain for a minimum of 5 years, only
Bahrain market field safety notice records for the past 5 years are required.
If the device has not been marketed in Bahrain for a minimum of 5 years,
worldwide and Bahrain market field safety notice records for the past 5 years
are required.

8 If there are field safety notice records affecting Bahrain market, an
official letter from NHRA medical devices post market department that
each record is closed is required.

If there are worldwide field safety notice records, an official letter from
the legal manufacturer stating the actions taken regarding each record
and whether it was closed is required.

9 List of End-users in case the medical device exists in the Bahrain market.

10 Quality Management System Certificate(QMS) - ISO 13485 for the Physical
manufacturer with the address matching requirement number 4.

11 Quality Assurance Certificate (QAC) - CE directive 93/42/EEC or FDA
Certificate to Foreign Government (CFG) for the Legal manufacturer with the
address matching the artwork. For class 1 non-sterile or General/other IVD
medical devices, a Declaration of Conformity (DOC) can be submitted
instead.

12 For class Ill medical devices as well as class D IVD'’s, an EC Design
examination certificate or an FDA Certificate to Foreign Government (CFG)
for the legal manufacturer is required. This document needs to be submitted
for class I1B medical devices if available.

13 Verification evidence for required document 10, 11, and 12

14 Free Sale Certificate (FSC) or Certificate to foreign government issued by the
regulatory authority of the country of origin or a reference country.

15Declaration letter or Declaration of Conformity (DOC) issued by the legal
manufacturer including the risk classification and the GMDN code.

16 If the medical device contains animal tissues/derivatives, a letter issued by
the legal manufacturer stating that the product is free from porcine
derivatives is required (Not applicable for In Vitro Diagnostic (IVD) Medical
devices).

17 In some cases, it mic];ht be requested to fulfill the classification criteria where
NHRA classification letter issued from MDR department should be provided

18 Provide a screen capture of the medical devices registration listing email
sent to NHRA.
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Section7 Maedical Devices Registration License Variation

License Number dnAapl o)
M D - B H -
Type of Variation Cyanill Eqi
Major Minor
() s

Required Documents

Please note that for major variations, all required documents in
section 6 needs to be fulfilled

1  Fill the device details in section 5

2 Letter of justification from the legal manufacturer regarding the
variation

3 Updated and varied version of the document. For example, if the
variation is in the artwork, the updated artwork needs to be
provided

4 Based on the variation, other requirements may be requested

Section8 Terms and Regulations

1 Medical Devices Registration guideline should be read before filling this
form.

2 All official letters should be signed and stamped by the issuer.

3 This form must be filled by the authorized representative or the
manufacturer.

4 Only NHRA Authorized representatives can apply for medical device
registration request.

5 Each NHRA authorized representative can appoint one authorized person to
have communication with NHRA and apply requests.

6 Incase of submitting a document with large amount of pages, the pages
related to the application should be highlighted.

7 Submitted documents must be labeled in correspondence to the bundling
table.

8 All documents in the application including this form should be submitted in
soft copy by CD or upload them and send the link by email.

I the undersigned hereby confirm that | all documents and
information provided are genuine and not falsified. | will inform
NHRA in written if there were any future changes to the

information provided.

Authorized Representative
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Procedure Pack In-Vitro Diagnostic (IVD)
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