ThermoFisher

SCIENTIFIC

DECLARATION of CONFORMITY
Non-Annex Il Products
Legal Manufacturer's Name: Remel Inc.
Legal Manufacturer's Address: 12076 Santa Fe Drive
Lenexa, KS 66215
USA
EDMA Code: 1401080100 EDMA Description:  Gram Stains
GMDN Code: 30650 GMDN Description:  Gram Stains
Product Code(s) Number of Tests Product Name and Description
R40052 250ml Gram Crystal Violet
R40053 5pk / 250ml Gram Crystal Violet
R40073 Gallon Gram Crystal Violet
R40054 250m| Gram Decolorizer
R40055 5pk / 250ml Gram Decolorizer
R40075 Gallon Gram Decolorizer
R40056 250mi Gram lodine
R40057 5pk / 250ml Gram lodine
R40077 Gallon Gram lodine
R40058 250ml Gram Safranin
R40059 Spk / 250mi Gram Safranin
R40079 Gallon Gram Safranin
R40080 4 x 250ml Gram Stain Kit

|, the undersigned, hereby declare that the in vitro Diagnostic Medical Device(s) described above and
bearing the CE marking, conform with the applicable provisions of EC Directive 98/79/EC concerning in vitro
Diagnostic Medical Devices.

This declaration is made in accordance with Annex Ill of the Directive.
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Manufacturer Signature:

Full Name (printed): Colin Booth

Title: Global Director, Quality Assurance and Requl Affairs

Date: 17 January 2013

Authorized Representative Signature: 67‘\\_

Full Name (printed): PRPeoCY (CoraoSTEeRD )26

Title: Sero 102 MAcAGER —62E A RTaKY AFNCORS — €vZo FC
Date: 21 _SNarm o2

remel TRt s Roon,  sestesoc

Digitally signed by Lazari Cristina
Date: 2023.06.21 09:42:59 EEST
Reason: MoldSign Signature
Location: Moldova
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