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Declares the new PPE described hereafter. 

EU Declaration of Conformity 
 

• Are in conformity with the provisions of council EU regulation 2016-425 and where such is the case, 
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General Manager 
Signed at Bangkok on 19 Apr 2024 

 

with National Standards transposing harmonized standards EN ISO 374-1: 2016+A1:2018, EN ISO 374-5: 
2016 and EN ISO 21420:2020. 

Are identical to the PPE which is the subject of EU Type-Examination Certificate No. 2777/10606-04/E00-00 
issued by SATRA Technology Europe Ltd, Bracetown Business Park, Clonee, Co. Meath, D15 YN2P, 
Ireland (Notified Body No. 2777). 
 

Conform to the provisions of Council EU regulation 2016-425 PPE Module D under the supervision of the 
Notified Body, SATRA Technology Europe Ltd, Bracetown Business Park, Clonee, Co. Meath, D15 YN2P, 
Ireland (Notified Body No. 2777). 

Conform to EN 455 part 1, 2, 3 and 4 
Confirm ASTM D6978: Grippaz gloves have been tested against a fentanyl citrate injection (100 mcg/2mL) solution and 
after 4 hours of exposure there was no breakthrough or permeation. 
         

The gloves meet the requirements of EC Regulation 1935/2004 on materials and articles intended to come into 
contact with food. Specifically, the products have been tested and meet the requirements of Article 3 1935/2004. Under 
Article 5,testing is carried out in accordance with EN1186 and EC Regulation 10/2011 and the French Decree of 
August 5th, 2020. They are suitable for use with all food categories in situations where there is short-term, repeat 
contact. The gloves are formulated and processed to conform with ASTM 4679-02 and 21CFR177.2600 and comply 
with FDA regulations for food contact. 

 
 

EN ISO 374-1:2016 
+ A1:2018/Type B 


