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Medical Device and Medical Consumable Registration form
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Details of Applicant/23355 5225 55 24350 1
Company name/~> s,/ ~72 If an Individual person/>~3:%5 355
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E-mail/ =% 25 245, Fax/22; Mobile no/xz3% 5425
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If from a Company / 3% /%2 If an Individual person/>~52%5 55-4
Company name/~> 5,55~ Full name/~> 527
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The responsible person for all the activities of Medical Device/Medical Consumables

Name/~x

NOTE: The Authorized representative is a person or registered business legal representation in the
Maldives. Medical Device Import license will only be issued to an Authorized person or company to sell

imported goods.
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Medical Device/Medical consumable manufacturer /225 pEiE
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Please tick yes or no s5455/Yes | NossiZz

1 Is the device supplied sterile?

[d ox o - o3 o
3 /V;n/g’—' /«,9.4;/1/ /)/,f’—‘ ’—’/I}t_ 4

Is the device intended for single use only?
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Does the device contain materials of biological origin?
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Does the dewce contain a medical component?
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Is the device a refurblshed or re-manufactured device?
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Does the device need in service technical support and /or periodic
calibration?
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8 | Other mformatlon
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Declaration to be completed by All Applicants.

| declare the information supplied in this notification is correct and complete. | authorize the MFDA to obtain
information from any institution previously or currently associated with my company. If any information
supplied by me is untrue, incomplete or misleading in any respect, | understand the MFDA may take such
action as it believes necessary including the disclosure of the information to any person or body the MFDA
considers has a legitimate interest in receiving it and | consent to such disclosure. | understand the MFDA
reserves the right to vary or reverse any decision made on the basis of untrue, incomplete, or misleading
information. Moreover, | will co-operate with any person representing the MFDA, by providing additional
information requested.
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Class of the medical device/Medical Consumable
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Conformity assessment certificate by a notified body ( Specifically all devices and
consumables only )
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Manufacture confirmation that the Product Certify and Complies with the Applicable
Requirements.
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A proof of CE Mark of the Device/Consumables (A clear Picture) submitted-

P T [3 [ z P o z O 2 -
!.4;)/// (e;)vz SOV pagsg vAS ,4 ;—‘ s ;v;/n—vﬂ//'—‘/t,vg;
- -

For Medical Consumables like mask, gloves, syringe etc : Samples to be submitted
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