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 DECLARATION OF CONFORMITY 

 
We can confirm the following: 

These medical devices are designed and manufactured in such a way as to guarantee the 
characteristics and performances referred to in Section I of "General requirements" of MDD 
93/42/EEC. 

The submitted products have been tested by external laboratories according to EN 14325:2018 and 
EN 14126:2003 standards. The test results were done for checking performance features of the gowns 
according to EN ISO 13043+A1:2005 standard.   

The test results show that the gowns are protective clothing against liquid chemicals and provide 
performance requirements in Type PB 6 class according to EN 13043+A1:2005 standard and are in 
conformity with the provision of Regulation (EU) 2016/425. 

Product Name :  Surgical Gown 

Product Specifications : Blue nonwoven gown 

Tests carried out according to EN 14325:2018 and EN 14126:2003 standards and the test results: 

EN ISO 13043:2005 TESTS 

Performed Tests Performance Test 
Result Test Standard Test Report 

No 
Abrasion  Class 6 Pass EN 14325:2018 4.4 20018421-ing 
Water Permeabilitv  Class 6 Pass EN 14325:2018 4.4 20018421-ing 
Tear Strength  Class 2 Pass EN 14325:2018 4.7 20018421-ing 
Tensile Strength  Class 1 Pass EN 14325:2018 4.9 20018421-ing 
Repellency to Liquids  Class 3 Pass EN 14325:2018 4.12 20018421-ing 
Resistance To Penetration By Liquids  Class 3 Pass EN 14325:2018 4.13 20018421-ing 
Seam Strength  Class 3 Pass EN 14325:2018 5.5 20018421-ing 
Puncture Resistance  Class 2 Pass EN 14325:2018 4.10 20018421-ing 

EN 14126:2003 TESTS 

Performed Tests Performance Test 
Result Test Standard Test Report 

No 
Wet-Bacterial Penetration Class 4 Pass EN 22610:2016 20018421-ing 
Resistance to Penetration By Blood 
and Body Fluids-Using Synthetic Blood 

14 kPa Pass 
 

EN ISO 16603:2004 20020444-ing 

Dry-Bacterial Penetration Class 2 Pass EN ISO 22612:2005 20020444-ing 
Penetration by blood and other fluids-
born pathogens. Phi-X174 
bacteriophage method 

There is no 
penetration 

Pass EN ISO 16604:2004 20RA07754 

Penetration by biologically contaminated 
aerosols 

Class 1 Pass EN ISO 22611:2003 20RA07754 

 
Please see the following pages for the test reports : 

Manufacturer:  Su Biyomedikal Sistemler ve Saglik Sistemleri Ltd. Sti. 
Orhangazi Mah. 1673. Sok. No:20/2-ϯ Esenyurt, İstanbul, Turkey 
Tel: (+ 90 212) 320 37 53   Fax: (+ 90 212) 320 53 51   e-mail: 
info@submed.com.tr   www.submed.com.tr 
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