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Announcement 3 / 2018
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SUBIJECT: Optical products requirements for registration
ADDRESSES: importers and distributers of optical products.

Dear Importers and Distributers of Optical Products,

Saudi Food and Drug Authority notify importers and distributers
of optical products to the importance of compliance with the
optical products requirements for registration as the below
table.

For further enquiries regarding this announcement, please
contact md.rs@sfda.gov.sa or call 19999
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Establishment Type Product Type Requirements
Importer & Distributer - Sunglasses Establishment’s - Enrollment of the Establishment
(Retailers are - Spectacle Requirements in the Medical Devices National
excluded) Frame Registry MDNR _
- Acquiring Establishment License
through Medical Devices
Establishment Licensing (MDEL-
1/D)
Product’s - The Product contains non-
Requirements removable Label ( contain
minimum information: Brand
name or Manufacturer in addition
to country of origin)
- Reading Establishment’s - Enrollment of the Establishment
Spectacle Requirements in the Medical Devices National
- Uncut Registry MDNR
Finished - Acquiring Establishment License
through Medical Devices
Spectacle Estab?ishment Licensing (MDEL-
Lenses D)
Product’s - Listing of the Product in Medical
Requirements Devices National Registry
MDNR
- Contact Establishment’s - Enrollment of the Establishment
Lenses (for Requirements in the Medical Devices National
Medical & Registry MDNR
Cosmetic - Acquiring Es_tablishm_ent License
Purposes) throug_h Medlcal_ Dev!ces
Establishment Licensing (MDEL-
- Contact D)
'-e”S?S Product’s - Acquiring of Manufacturer
Solutions Requirements Authorized Representative
License through Medical Devices
Establishment Licensing (MDEL-
AR)
- Acquiring of Marketing
Authorization through Medical
Devices Marketing Authorization
system (MDMA)
- Listing of the Product in Medical
Devices National Registry
MDNR
Retailers such as Eye Wear All Optics Establishment’s Not to deal with any distributor or
Retailers, Pharmacies & Products Requirements importer, who has no Establishment
Cosmetic Products Stores) License (MDEL)
Sunglasses Product’s Ensure, The Product contains non-
Spectacle Frame Requirements removable Label ( contain minimum
information: Brand name or Manufacturer
in addition to country of origin)




Kingdom of Saudi Arabia
Saudi Food & Drug Authority

2

Auognull dunll A sl
dgallg Jdanll Aslall Audll

Reading
Spectacle
Uncut
Finished
Spectacle
Lenses

Contact
Lenses (for
Medical &
Cosmetic
Purposes)
Contact
Lenses
Solutions

- Ensure, the product has Listing
number in the Medical Devices
National Registry MDNR

- Ensure, the product has obtained
Marketing Authorization
(MDMA) & has Listing number
in the Medical Devices National
Registry MDNR
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Product Type

Optical Frame

MDNR
Est. Reg.

MDNR
Listing
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MDEL
AR

MDMA

Gilalhia
Requirments
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Sunglasses iy
Liial) Ay
The Product contains
non-removable Label
v v wich contain minimum
information:
* Brand name or
Manufacturer
* Country of origin
Reading glasses v v v
Spectacle lenses v v v
Contact Lenses v v v v v
Cosmetic Contact v v v v v
Lenses
Contact Lenses v v v v v

Solutions




