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EU Declaration of Conformity 
 

We Declare that the medical device Recording Charts listed below are in conformity with the medical device 
directive 93/42/EEC, including amendment 2007/47/EC 

 
Recording Chart medical devices are designed, produced, and verified under control of a quality system in 

accordance to ISO 13485:2003 and Annex VII of the Medical Device Directive. 
 
General Product Name:   Recording Charts 
 
Directive Classification No.:   Class 1 Device  
 
MDD Annex:     VII 
 

GC Part # GE Part # Product Description 

32028967 2104768-001 Paper A, Red Grid 200mm Wide, Z-Fold, Hole Queue, 300 sheets, 8 packs 

32028968 2104769-001 Paper A4, Red Grid 195mm Wide, Z-Fold, Hole Queue, 300 sheets, 8 packs 

32028969 2104770-001 Paper A, Red Grid 155mm Wide, Z-Fold, Hole Queue, 300 sheets, 8 packs 

32028970 2104771-001 Paper A, Red Grid 155mm Wide, Z-Fold, Hole Queue, 150 sheets, 16 packs 

32028971 2104773-001 Paper 80mm Wide, Red Grid 75mm Wide, Z-Fold, Block Queue, 280 sheets, 10 packs 

32028978 2106823-001 Paper 50 mm x 27.4 m, Blank, 48 rolls 

32028979 2106824-001 Paper 50 mm x 25.6 m, Blank, 20 rolls 

32028981 2106825-001 Paper 57.2 mm x 24.4 m, Blank, 10 rolls 

 
 
Manufacturer:    Authorized Representative: 
Graphic Controls Acquisition Corp.  Graphic Controls Ltd 
d.b.a. Graphic Controls & Vermed   Torbay Business Park  
400 Exchange St    Woodview Road 
Buffalo, NY  14204    Paignton, Devon 7Q4 7HP UK 
+44(0)1803.860.100    
        

 
            June 22, 2018  
Kimberly Miller         Date 
VP QA/Regulatory Affairs 


