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Main requirements should be submitted on OFOQ system for pre-approval

Requirements
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1.Invoice including HS Code/ Manufacturer Name
& Country of Origin.
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2. NHRA medical devices registration license, if
not available please provide the below
requirements:
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A. Product quality documents, (example: USFDA,
CE), it should be issued by a recognized certifying
body.

And manufacturer name in the certificate should
match the invoice.
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B. Quality Management System (I1SO 13485).
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C. All certificates provided should be verified
and a verification proof should be provided as a
screenshot in the application
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D. Catalog that should contain the imported item
part number of the product/s mentioned in the
invoice.
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E. Label of the medical device should include legal
manufacturer name.
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E-Mail: medical devices@nhra.bh
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Website: www.nhra.bh Tel.:
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In some cases, as below NHRA might ask for submitting additional documents to
clear the shipment:

Cases

Required Documents

1) In case of legal manufacturer and Physical
manufacturer are different:
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Quality Assurance Certificate (CE) /
foreign government FDA should be

provided for the Legal manufacturer.

Quality Management System (I1SO 13485) s
hould be provided for the Physical manufact
urer.

A Relationship letter includes the issuing dat
e, and it must be with a minimum validity of
5 years. The letter should be provided from t

he Physical manufacturer.
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2) For some of class | medical devices,
provide:
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DOC for legal manufacturer
ISO 13485 for physical manufacturer
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3) If the Online Verification Database does The Verification must be done through an
not show the site (CoO) or/and the scope used | email.

in the application
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Authorization letter from the

manufacturer to invoice issuer should be
4) If the invoice is issued from third party. | provided, and it must be with a minimum
validity of 5 years.
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5) In case of importing contact lenses OR Samples sealed from customs should be
surgical instruments OR upon NHRA request. | provided.
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6) In case the product is single use medical| Classification letter including issued from
device. NHRA MDR Department stating that the
product is classified as a medical device.
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This checklist is to guide applicant on the documents required for approval, please
don’t attach it in the request.

Notes:

1. Documents should be Organized, readily searchable, and unambiguous
manner.

2. NHRA might ask for additional documents-based details provider

3. All documents must be in Arabic or English languages only and must be in
clear readable font.

4. Each requirement must be uploaded and labeled separately to avoid
confusion or exceeding file size limit

5. In case of providing FDA, the imported item should be highlighted in the
certificate.
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