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This Declaration of Canformity, lkaued under the sale responiibility of the manufacturer

DURUTEKS INSAAT GIDA TEKSTIL SANAYI VE TICARET LIMITED
Bat Sitesi Mahalles 2308 k. No:51/A Yenimahalle / Ankara - Turkey

hereby declaring the following Personal Protective Equipment (PP Ey

Product Description: Protective Coverall Against Infective Agents, Cat, Il
Product Model: DRT-02

Is in conformity with the provisions of the following European Regulation

PPE {Persanal Pratective Equipment] Regulation

Thie model s in conformity with the provisions [EU) 2016/425, inchuding fulliiment of the applicable essential
haalth and safety requiremants set out in Annax 11, and with the National Standard transposing the harmaonised
European Standard Number{s):

EN IS0 13688:2013 Protective clothing - general requirem ents

EM 14605:2005+41: 2009 Chemical protective clothing offerng limited protective performance
against liquid chemicals Type 3, Type 4, limited wear life clothing

EN I50 13982-1:2004/41:2010  Chemical protective clothing providing protection to the full body against
alrborne solid particulates Type 5, Nmited wear life clothing

EN 13034:2005+41: 2009 Chemical protective clothing offering limited protective performance
against liquid chemicals Type B, limited wear life dothing

EM 14126:2003/AC:2004 Protective clathing against infective agents Type 5-8, 6-8, limited life, full
body protection

and ks identical to the PPE which is the subject of EU type-examination [Module B of Regulation [EU) 2016/425]
referenced an the certificate number:

CE 2163-PPE-1836 (Issue Date: 25.12.2020)

Issued by

Universal Certification Surveillance Services and Trade Co.

Tatlsu Mahallesi Arif Ay Sokak No:16 Ummaniye Istanbul / TURKEY, Motified Body No. 2163

And s subject to the procedures set out in Module C2 of Regulation (EU) 2016/425 under the survelllance of
Universal Certilication Surveillance Services and Trade Co

Tatlsu Mahallesi Arif Ay Sokak No:16 Umraniye Istanbul f TURKEY, Notified Body No. 2163

Signed by: Ayge ALTINTAS General Manager
DURUTEKS INSAAT GIDA TEKSTIL SAN.TICLTD.STL

Date: 25.12.2020
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EU DECLARATION OF CONFORMITY

This Declaration of Coanformity, issued under the sole responsibility of the manufacturer

DURUTEXS INSAAT GIDA TEKSTIL SANAYI VE TICARET LIMITED
Bat Sitesi Mahallesi 2308 Sk, No:51/A Yenimahalle / Ankara - Turkey

hereby declaring the following Personal Protective Equipment [PPE]

Product Description:  Protective Gown Agalnst Infective Agents, Cat. 1l
Product Model: DRT GOWMN LD1

Is in conformity with the provisions of the following European Regulation
PE na we E
The modiel is in conformity with the provisions (EU) 2016/425, including fulfilment of the applicable essential

heakth and safety requirements et out in Annex |, and with the National Standard transposing the harmonised
European Standard Mumber(s):

EM I50 13688:2013 Protective clothing - general requirements

EN 14126:2003 /A C:2004 Protective clothing against infective agents Type PB [6]-B

EN 13034:2005-+A1: 2005 Chemical protective clothing offering limited protective performance
against liquid chemicals Type PB [6]

and i identical to the PPE which is the subject of ELU type-sxamination [Module B of Regulation (EU] 2016/425]
referenced on the certificate number:

CE 2163-PPE-1847 (Issue Date: 27.12.2020)

Issued by
Universal Certificathon Surveillance Senvices and Trade Co,
Tatlesu Mahallesi Arif Ay Sokak Mo:16 Ummaniye istanbul / TURKEY, Notified Body No. 2163

And s subject to the procedures set out In Module €2 of Regulation (EU) 2016/425 under the surveillance of

Universal Certification Surveillance Services and Trade Co,
Tatlsu Mahalles Arif Ay Sokak No:16 Ummniye Istanbiul / TURKEY, Notified Body Mo. 2163

Signed by Ayge ALTINTAS General Manager
DURUTEKS INSAAT GIDA TEKSTIL SAN.TIC.LTD.STL
INZ

Date: 27.12.2020
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INFORMI

This Declaration of Confamity, lusued under the sole resporaibility of the manulacturer

D URLITEXS INSAAT GIDA TEKSTIL SAMAY! VE TICARET LIMITED
Bati Sites| Mahalles) 2308 Sk. Mo:5 1/A Yenimahalle / Ankara - Turkey

hereby declaring the following Personal Protective Equipment (PPE]

Product Description: Protective Coverall Against Infective Agents, Cat. Il
Product Model: DRT-01

I5 in confarmity with the prowisions of the following Eurcpean Re gulation

PPE (Personal Protective Equipment] Regulation

The model is in conformity with the provisions [EU} 2016/ 25, Including fulfilment of the applicable essential
health and safety requirements set out in Annex 11, and with the National Standard transposing the harmonised
European Standard Mumber{s):

EN 150 13688:2013 Protective clothing - general requirements
EM IS0 13982-1:2004/A1:2000  Chemical protective clathing providing protection to the full body against
airborne solid particulates Type 5, limited wear life clothing

EM 13034:2005+A1: 2009 Chemical protective clothing offering limited protective performance
against liquid chemicals Type 6, limited wear life dothing

EM 141262003 /AC-2004 Protective clothing agalnst infective agents Type 58, 6-B, imited life, full
body protection

and i identical ta the PPE which i the subgect of EU type-esamination [Module B of Regul stion (EL) 2016/425|
referenced on the cartificate number:

CE 2163-PPE-1B37 (rssuwe Date: 25.12.2000)

Issued by

Universal Certification Survelllance Serices and Trade Co.

Tathksu Mahalles Arif Ay Sokak No:16 Ummaniye |stanbul / TURKEY, Motified Body Ne. 2163

And is subject to the procedures set out in Module C2 of Regulation (EU) 2016/425 under the surveillance of

Universal Certification Surveillance Services and Trade Co.
Tathsu Mahallesl Arif Ay Sokak No:16 Umraniye |stanbul / TURKEY, Notified Body Mo, 2163

Signed by: Ayge ALTINTAS General Manager
DURUTEKS INSAAT GIDA TEKSTIL SAMN. TIC.LTDSTL,

LGk

Date: 25.12.2020
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EC DECLARATION OF CONFORMITY
In accordance with Directive 2016/425/EU

Document N ; EC_202005

Manufacturer  : DURUTEKS INSAAT GIDA TEKSTIL SANAYI VE TICARET LIMITED
SIRKETT

Address : Bati Sitesi Mahallesi 2308 Cad. Gersan 5it. Mo: 51
Yenimahalle/Ankara - TURKEY

Brand ; DuruTeks

Product/s { GOWN

Model  :

Specification  :S /M /L /XL /X)L / XXXL

Applicable Standards: EN 14126 - 93/42/EEC Medical Device and 2016/425 / EU
Personal Protective Equipment Regulation

With this document, it is declared that the following disposable products are
produced in our production facilities in accordance with the International Standards and
Medical Device Directive Annex VII Production Quality Assurance System. All of our
products comply with the 2016/425 / EU Personal Protective Equipment Directive and
93/42 [ EEC Medical Device Regulations.

Compliance of the designated product with Directive 2016/425/EU has been assured via
assessment of the quality management system (Notified Body No: 0624)

Ankara 21.05.2020 g; {;tf‘ j c €

General Manager / Ayse ALTINTAS

MADE IN TURKEY

DURUTEKS INSAAT GIDW TEKSTIL SANAY| VE TICARET LIMITED SIRKETI
Bati Sitesi Mahallesi 2308 Cad. Gersan 5it. No: 51 Yenimahalle/Ankara
+90312 257 45 58
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EU DECLARATION OF CONFORMITY

This Declaration of Conformity, issued under the sole responsibility of the manufacturer

DURUTEKS INSAAT GIDA TEKSTIL SANAYT VE TICARET LIMITED SIRKETI
Bats Sitesi Mahallesi 2308 Sk. No:51/A Yenimahalle / Ankara - Turkey

hereby declaring the following Personal Protective Equipment (PPE)

Product Description; Protective Gown Against Infective Agents, Cat. I11
Product Model: NSDC-35495

5 In conformity with the provisions of the following European Regulation

PPE (Personal Protective Equipment) Regulation

The model is in conformity with the provisions (EU) 20016/425, including fulfilment of the applicable
essential health and safety requirements set out in Annex 11, and with the National Standard
transposing the harmonised European Standard Number(s):

EN 150 1 3688:2013 Protective clothing - general requirements
EN 14126:2003+ AC: 2004 Protective clothing against infective agents Type PB6-B

and is identical to the PPE which is the subject of EU type-examination [Module B of Regulation
(EU) 2016/425] referenced on the certificate number:

CE 1289200444 -00-00 (Issue Date: 29.07,2020)

Issued by

Centro Tessile Cotonlero & Abbigliamento S.p.A. (Centrocot), Plazea Sant' Anna 2, 21052 Busto Arsizio
(WA, Italy, Notified Body No. 0624

And is subject 1o the procedures set out in Module C2 of Regulation (EU) 2016/425 under the
surveillance of;

Centro Tessile Cotoniern & Abbigliamento S.p.A. (Centrocot), Piazza Sant'Anna 2, 21052 Busto Arsizio
(VAD, Italy, Notified Body No. 0624

N

AAKETE, B0 0T D0, ot i sty s i i
GENERAL MANAGER/ Ayse ALTINTAS c €

DURUTEKS INSAAT GIDA TEKSTIL SANAY| VE TICARET LIMITED SIRKETI
Bats Sitesi Mahallesi 2308 Cad. Gersan Sit, No: 51 YenimahallefAnkara
+90312 257 45 58 MADE IN TURKEY
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