




















EU DECLARATION OF CONFORMITY 

MANUFACTURER 

ESTiLO MODA TEKSTiL TARIM HA YV ANCILIK iNSAAT i<; DIS 
TiC. VE SAN. LTD. STi 

Gazi Osman Pa�a Mah. Kolej Sok. No·2/ A Turhal TOKAT /TURKEY 

PRODUCT DESCRIPTION 
ESTiLO - ES 6124 Model, Elcdrostatic Protective Clothing against infcctive agents; 
Type 5-B - Provicling Protection to the f-ull Body against Airborne Solid Parliculates 

Type 6-B - Offering Limiled Protective Performance against Liquid Chemicals 
with the following classification; 

Resistance to penetration by contarn inated I iqu ids uncler hyclrostatic pressure: Class 3 
Resistance to penetration by infective agents due to mechanical contact with substances containing contaminated 

liquicls: Class 2 
Resistance to penetration by contaminated solid particles: Class 2 

The Manufacturer declares on his sole responsibility that the product above is, uncler conclitions of 
normal use and conditions definecl by the Manufacturer, safe and meets all the necessary legal 

conclitions ancl requirements. The procluct is a personal protective equipment that is intended for single 
use and solely in accordance with the Manufacturer's instructions. 

The Conformity is ensured with thc following mechanism: 
• Complies with EU 2016/425 Personel Protective Equipment Regulation establishing technical

requirements for Category III proclucts,
• Complies with Technical harmonised standards EN 14126/AC:2004, EN ISO 13982-1 :2004/A 1:2010,

EN 13034:2005+A 1 :2009, EN 1149-5:2018
• 
• 
• 

• 

All required tcsts refcrred in above stanclarcls are conducted,
Complies with other relevant hannonizecl legislation and community standarcls
For thc assessment of conformity the EU Type Examination ccrtificate is issued, after all technical
evaluations for conformity to the regulation ancl harmoniscd standards conducted, by;

o UNIVERSAL CERTIFICATION, SURVEILLANCE SERVICES and TRADE Co, as Notifiecl
Body number 2163

The product is under surveillance of same Notifiecl Body, NB 2163 according to the Annex V111 
(Module D) of the PPE Regulation (EU) 2016/425, for quality assurance.

MARKING, LABELLING 
Marking, labelling ancl user information are preparecl in accordance with EU 2016/425 Personal Protective 
Equipment Regulation and the harmonised product standards given above. The information is supplied with the 
product considering EN ISO 15223-1:2016 and EN 1041 :2008+A 1:2013. 

MEASURES TO ENSURE CONFORMITY 
The Manufacturer declares that he has taken all necessary measures to ensure the conformity of products placed 
on thc market with technical clocumentation and technical requircments for this type ofproduct. 

Halil ibrahim TÜRKDiL 
General Manager 

28/04/2020 
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Certificate of Registration 
2020 

    

This is to certify that the registration of 

ESTILO MODA TEKSTIL TARIM HAYVANCILIK INSAAT IC DIS TICARET 

VE SANAYI LIMITED SIRKETI 
GAZI OSMAN PASA MH KOLEJ SK NO 2A TURHAL 

TOKAT, TURKEY- 60300 

with U.S. Food and Drug  Administration as required by  21  CFR  Part  807  is 

successfully  completed  by  Liberty  Management  Group  Ltd  with the information 

provided by Estilo Moda Tekstil Tarim Hayvancilik Insaat Ic Dis Ticaret Ve Sanayi 

Limited Sirketi 

Owner/Operator Number      10075514 

Date of Registration    June 17, 2020 

Date of Expiration    December 31, 2020 

US Agent      Liberty Management Group Ltd. 

Device Listing Numbers   See Annex 

Certificate Number    3006170320 

This certificate does not make representations or warranties to any person or entity other than the named 
certificate holder; it is issued for record keeping purpose only. This certificate does not denote 
endorsement or approval of certificate holder’s facility or product by the U.S. food and Drug 
Administration. Liberty management Group Ltd. assumes no liability to any person or entity in 
connection with the foregoing. 

The U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food 
and Drug Administration recognize a certificate of registration. Liberty Management Group Ltd. is not 
affiliated with the U.S. Food and Drug Administration. 
 

          
 

            

 

           

 

 

 

 

               

                                 Dated: June 17, 2020 
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Annex - Device Listings 
 

 
 

 
 

Listing Number Code Device Name - Proprietary Names 

D408824   OEA 

Non-Surgical Isolation Gown -  ESTILO MODA- Disposable 

Protective Isolation Gown,  ESTILO MODA- Disposable 

Protective Isolation Coverall 

D408825 QKR Face mask (except N95 respirator) for general public/healthcare 

personnel per IIE guidance -   ESTILO MODA - Disposable 

Medical Mask 


