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Medical devices with Biological Materials checklist
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Requirements
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Declaration of Conformity issued from the competent
authority of the country of origin of the product(s) or
free sale of certificate.
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Reference country classification of the product as a
medical device.
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Quiality assurance certificate ISO 10993. It should be
verified and issued from a recognized certifying
body.
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Evidence that the exporter of the product is
registered/accredited in the country of origin by the
responsible authority.
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Art work / Label of the product, it should include
product name, lot / batch number, manufacturer
name, warnings and expiry date, storage info.
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Requirements
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Mode of action and intended use of the product
issued from the manufacturer.

e boba (5 5SH g alee A8y Hla g miiall aladiul e a1l

_C_'m.d\

Declaration from the manufacturer clarifying the
procedure of transportation of the product to Bahrain.
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Importer Commercial Registration, valid and
including activity of importing medical devices.
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Certificate stating that the product is free of
communicable disease issued from competent
authority.
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