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MANUFACTURER 

IFLEX EYEWEAR COMPANY LIMITED 
Rm 904 Hilder Centre, 2 Sung Ping Street 
Hung Hom, Kowloon, Hong Kong 

 
SRN HK-MF-000052203 

 

 
AUTHORIZED EUROPEAN REPRESENTATIVE 

 
 

ICARE EUROPE SARL 
CHEMIN DU MOULIN CARRON,  
38, ECULLY,  
France 

SRN FR-AR-000010357 

 

 
THE MANUFACTURER DECLARES UNDER THEIR RESPONSIBILITY THAT THE PRODUCTS DESCRIBED BELOW  

MEET THE REQUIREMENTS OF THE REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 APRIL 2017 ON 
MEDICAL DEVICES, 

 
PRODUCT DESCRIPTION 

FRAMES FOR OPHTHALMIC GLASSES 
BRANDS 

REFORM EYEWEAR 
In all their variants (colours and size) 

INTENDED USE:   
The frame is an essential accessory so that the ophthalmic lenses can be carried and compensate for a visual defect. 
 
Classification 
 

CLASS I, 
Rule 1, Annex VIII, Chapter III, Regulation (EU) 2017/745 

PRODUCT FAMILY BASIC UDI-DI 
PLASTIC FULL RIM 489715328FFPRZ 
METAL FULL RIM 489715328FFMRT 
MIXED FULL RIM 489715328FFXSH 
PLASTIC HALF RIM 489715328FHMRZ 
METAL HALF RIM 489715328FHPS7 
MIXED HALF RIM 489715328FHXSP 
 Conformity assessment procedure 
 Name and ID of the notified body 
 Certificate CE number 

Annex II, Annex III, and Annex IV 
N.A 
N.A 

The manufacturing quality Management System follows the standards EN ISO 9001:2015, ISO 13485:2016                                                        

Applied standard & common Specification: EN ISO 14971 / EN ISO 15223-1/ EN 1041  
/ EN ISO 10993-1 +AC:2010 / EN 62366 / EN ISO 12870:2016/  

Signed by: Cedric Bimar 
Function: Managing Director 
Date: 09/03/2026 
Place of Issue and SRN: Hung Hom, Kowloon, Hong Kong - HK-MF-000052203  
Signature:  
 

 
 
 


