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Innovation experience

EU TYPE-EXAMINATION CERTIFICATE
No CE 1289200444 -00-00

According to “Regulation (EU) 2016/425 of the European Parliament and of the Council”
of 9t March 2016 on Personal Protective Equipment and repealing Council Directive
89/686/EEC

Centro Tessile Cotoniero e Abbigliamento S.p.A.
P.zza Sant’Anna, 2 - 21052 Busto Arsizio (VA) - ltalia

EEC Notified Body N° 0624

- in view of the firm’s application submitted on: 16.07.2020;

- in view of the positive results of the Technical File verification submitted by the
manufacturer together with the above mentioned request;

- inview of the manufacturer’s declaration stated in the Technical File attached to the
above mentioned request

- having verified that technical specification of design and manufacture is in
compliance with basic requirements specified in annex Il of Regulation (EU)
2016/425 and that technical manufacturing documentation is in compliance with
above mentioned specifications;

- in view of the positive test results carried out on the basic model representative of
production according to paragraph 4 of annex V of Regulation (EU) 2016/425;

Issues to:

DURUTEKS INSAAT GIDA TEKSTIL SAN.TIiC.LTD.STi.
Batisitesi Mah, 2308 Sk. No:51/A Yenimahalle Ankara - Turkey

the EU Type-Examination Certificate concerning the following PPE model:

Protective GOWN against infective agent
code NSDC-35495
Category: Il (third)

The model of Personal Protective Equipment is subject to conformity to type assessment according to
Section 19 ¢) of Regulation (EU) 2016/425 (Module C2 or D)
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Basic type description

Code NSDC-35495 Protective gown with opening at back, which is closed with ties at
neck line at back and with waist belt at side, knitted cuffs.

Fabric:

100% polypropylene + polyethylene film 57+5% g/m?-white
Knitted cuffs

90% polyester 4% elastane 130 g/m?white

Variations description

No variations

S, M, L, XL, XXL, XXXL

Standards

EN ISO 13688:2013 Protective clothing - general
requirements
EN 14126:2003 Protective clothing - Performance
+AC:2004 requirements and tests methods for
Type PB 6-B protective clothing against infective
agents
Performance levels
EN 14126 Class 6 Resistance to penetration by
contaminated liquids under hydrostatic
pressure.
Class 6 Resistance to penetration by infective

agents due to mechanical contact with
substances containing contaminated
liquids.

Class 3 Resistance to penetration by
contaminated liquid aerosols.

Class 3 Resistance to penetration by
contaminated solid particles
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Clothing to be worn to protect against infective agents Other uses
than those listed above are excluded.

The test results are included in the report: 20RA08251, 20RA08257

The following information are listed on the label inside the garment:

= CE marking . Standardized pictograms
=  Company name L] Maintenance symbols

= Article code L] Fabric composition

= Standards .

PPE category

Validit

L] This certificate has 5-year validity from issue date. On expiration
date the Manufacturer will be responsible to require the renewal.

. Any change on model and materials object of this Certificate
shall be notified and then approved by Centrocot.

This certificate must be filed by the manufacturer and must be shown, if requested, to the Body that performs controls or to the surveillance authority

P

A

Busto Arsizio, General Manager

Dr. Grazia Cerini

Issue date: -
29t July 2020 vl L
Expiry date: .
29t July 2025
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Cratic Ass DURUTEKS INSAAT GIDA TEKSTIL SANAYI VE TICARET LIMITED SIRKETi
Manufocturer Nome

?:;::s Bati Sitesi Mahallesi 2308 Cad. Gersan Sit. No: 51 Yenimahalle/Ankara
iletisim

G Ayse ALTINTAS - 490530592 17 49

Telefon / Faks +90 312 257 45 58 - 490 312 257 45 58

Telephone / Fax

e-mail

cinai info@duruteks.com.tr kabban@kabban.com

v www.kabban.com

website

o 20-ST-1605_09

Report No:

Rapor Tipi oilk o Ara x Final

Report Type First Intermediate Final

Rapor Tarihi

o 10.06.2020

Reyi;you 00 -

Revision

Imalatei DURUTEKS INSAAT GIDA TEKSTIL SANAYI VE TICARET LIMITED SIRKETI
Manufacturer

imalat Adresi Bati Sitesi Mahallesi 2308 Cad. Gersan Sit. No: 51 Yenimahalle/Ankara
Manufacturing Address

Numune Bilgisi Steril Olmayan Tek Kullanimhk Koruyucu Giysi-

Sample Information Enfektif Ajanlara Karsi Koruyucu Giysi — DURUTEKS Marka

Standart/lar EN 14126, EN 14325, EN ISO 13688, EN 13795

Standard /s

Biriytr Suviyesi Level Il - Level Il

Barrier Level

Test Tarihleri
Test Dates

04-28.05.2020

DURUTEKS LTD §$Ti 2
Bu Test raporunda verilen sonuglar belitilen tarihteki igletme sartlarinda kontrolu gergeklestriien urun/aianiara aittir Kontrol ve testlere ait sonuciar, test siresi iginde
geceriidir. Bu rapor Belge Miihendislik - Muayene = Teknik Kontrol Denetim ve Belgelendirme Hizmetleri'nin yazili izni olmadan kismen veya iamamen kopyalanip
gogaltilamaz. Imzasiz ve muhursuz raporlar gecersizdir

This report shall not be reproduced other than in full except with the permission of the laboratory. Testing reports wihoul signature and seal are not vahd RAP.41 14.04.2020 Rev:01
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Madde No: Gereklilik Degerlendirme
i Article No: —= dlis ) Requirement 3% e Assessment

Bakim talimatlarinda giyecegin en az bes defa temizlenebilir
ve tekrar isleme tabi tutulabilir. Oldugu belirtilmisse, koruyucu
giyecek malzemeleri deneyden 6nce imalatg bakim
talimatlarina gére bes temizleme ve tekrar isleme cevrimine

tabi tutulmalidir. in the care instructions, your garment can be cleaned at Uygun X Uygun Degil o Uygulanamaz 0
least five times and reprocessed. If specified, protective clothing materials Available Not Available N/A

must be subjected to five cleaning and rework cycles according to the |
manufacturer's maintenance instructions before testing.

Uriin mocelleri temizlenebilir degildir. Tek Kullanimliktir.
Product models are not cleanable. It is disposable.

Malzemeler EN 14325 in ilgili maddelerinde belirtilen deney metotlari ve performans siniflandirma sistemine uygun olarak

deneye tabi tutulmali ve siniflandiriimalidir. Materials should be tested and classified in accordance with the test methods and rerformance
classification system specified in the relevant articles of EN 14325.

Asinma Direnci Esnek Catlama Direnci | Yamuk Yirtiima Direnci Gerilme Direnci Delinme Direnci

Abrasion Resistance Flexible Crack Resistance Trapezoid Tear Resistonce Tensile strength Puncture Resistance
T4 famiot EN 530 EN IS0 7854 ENISO9073-4 | ENISO 13934-1 EN 863
Test Method
Olgti Birimi _ Devir Devir —— — Newici
Measurement unit Turnover Turnover
Class 6 >2.000 >100.000 >150N >1.000 N __>250N
Class 5 >1.500 <2.000 >40.000 <100.000 >100 <150 =500 <1.000 >150 <250
Class 4 >1.000 <1.500 >15.000 <40.000 >60 <100 >250 <500 >100 <150
Class 3 >500 <1.000 >5.000 <15.000 >40 <60 >100 <250 >50 <100
Class 2 >100 <500 >2.500 <5.000 >20<40 >60 <100 ~>10<50
Class 1 >10 <100 >1.000 <2.500 >10 <20 >30 <60 >5 <10
Asinma Direnci [/ Abrasion Resistance
Esnek Catlama Direnci / Flexible Crack Resistance Class5-6
Yamuk Yirtilma Direnci / Trapezoid Tear Resistance
Gerilme Di_renci. [Tensile strength Uygun X | Uygun Degil © Uygulanamaz o
Delinme Direnci / puncture Resistance Available [ Not Available N/A
Kimyasal maddelere karsi koruma sagladig iddia edilirse, Patojen Organizmalara karsi kullamimalktadir. used against
malzemeler EN 14325 in ilgili maddelerinde belirtilen deney Peithogenic Organisis
metotlari ve performans siniflandirma sistemine uygun olarak
deneye tabi tutulmali ve siniflandiriimalidir. if it is claimed to T X
provide protection against chemicals, the materials should be tested and yglun
classified in accordance with the test methods and performance classification Available ‘
system specified in the relevant articles of EN 14325.

DURUTEKS LTD STi 3

gecerlidir. Bu rapor Belge Milhendislik - Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetieri’'nin yazili izni ol
codaltilamaz. Imzasiz ve mihirsiz raporlar gegersizdir.

This report shall not be reproduced other than in full except with the permission af the laboratory. Testing reports without signature and seal are not valid.  RAP.AL 14.04.2020 Rev:01
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Siniflandirma
(Classification)

Class 6
Class 5
Class 4
Class 3
Class 2
Class 1

(?) Bu malzemenin sadece deney hiicreleri igindeki sivinin hidrostatik basincina maruz kalmasi demektis

ISO/FDIS 16603 ve ISO/FDIS 16604 * e uygun olarak deneye tabi tutuldugunda, bakteriyofaj deneyinde elde ed ' gi gibi (ISKO
/FDIS 16604) malzeme Cizelge -1 de verilen performans seviyelerine gore siniflandirnlmalidir. (Viicut Svilari gik' basingls
sivilardan bulasan bulasici ajanlara karsi direnci test eder.) When tested in accordance with 150 / FOIS 16603 and ISO / FDIS 16504, the material
should be classified according to the performance levels given in Table -1, as obtained in the bocteriophage vssay (ISKO / FDIS 16604). (Tests rasistance to
infectious agents transmitted from pressurized fluids such as Body Fluids.)

Malzemenin Deneyden Gegtigi

Hidrostatik Basing
Hydrostatic Pressure at which the Material Is Tested

20.0 kPa
14.0 kPa
7.0 kPa
3,5 kPa
1,75kPa__
0.00 kPa (%)

This means that the material is only exposed to the hydrostotic pressure of the liguid in the test cells.

Hidrostatik basing altinda bulasik sivilarin ntfuzuna direng
Resistance to penetration of contaminated liquids under hydrostatic pressure

Class 6 (21.00 kPa)

Uygun X :

Available

Uygun Degil

Not Available

Uygulanamaz o
N/A

Ek-A ya uygun olarak deneye tabi tutuldugunda, malzeme ¢izelge-2 de verilen performans seviyelerine gére siniflandiriimalidir.
When tested in accordance with Annex-A, the material should be classified according to the performance levels given in table-2.

Siniflandirma Gecis Siiresi —t (dakika)
(Classification) Transition Time ~t {minutes)
Class 6 t>75
Class 5 60<t<75
Class 4 o I 45<1<60
Class 3 30<t<45
Class 2 R 15<t<30
Class 1 R t <15
Class 6 (t: 77 dk )
Gecirme stiiresi / Transition time Uygun X i Uygun Dt‘
Avgilabie | Not Avail

DURUTEKS LTD $TI

Bu Test raporunda verilen sonuglar belittilen tarihteki isletme sartlarinda kontroli gerceklestirien Lrin/zlaniara aittir Kontrol ve testl

gecerlidir. Bu rapor Belge Mithendislik — Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetieri'nin yazili izni olmadan kis

gogaltilamaz Imzasiz ve mithirsiz raporlar gegersizdir

This report shall not be repraduced other than in full except with the permission of the laboratory Testing repons withou! signature and seal are not valid RAP.41 14.04.2020 Rev:01
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Madde No: Gereklilik Degerlendirme

Article No: Requirement Assessment

ISO /FDIS 22611 ‘e uygun olarak deneye tabi tutuldugunda, malzeme cizelge-3 de verilen performans seviyeler n= gére
siniflandirilmalidir. When tested in accordance with ISO / FDIS 22611, the material should be clossified according to the performance =vels given in tabie-3.

Siniflandirma Niifuz Orani (log)
(Classification) _ Penetration Rate (log)
Class 3 ML TikC e log>5

't'.‘ié'é.é 2 [ 3<log<5
~ Class1 ) o, _ 1<log<3

N X Class 3 ( log 6,75)
Bulasik sivi aerosollerin niifuzuna direng / Resistance to
penetration of dish liquid aerosols Uygun X : u ygun Deéil ) uygu| anamaz o
Available Not Available N/A

ISO /FDIS 22612‘e uygun olarak deneye tabi tutuldugunda, malzeme ¢izelge-4 de verilen performans seviyelerine
gore siniflandirilmalidir, when tested in accordance with ISO / FDIS 22612, the material should be classified according to the per/-rmance levels given

in table-4 =L

Siniflandirma Niifuz Orani (log cfu)
(Classification) | Penetration Rate (log cfu)
 Class3 . Log cfu<1l
Cia.s's_z_ o | l<logcfu<2 B
Class 1 ) _ 2<logcfu <3

Bulasik kati pargaciklarin niifuzuna direng / Resistance to Class 3 ( log cfu 0,90)

penetration of dishwashed solid particles Uygun X | UygunDegilc | lygulanamazo |
Avagilable i Not Available ,/h‘ :;10 ol A??‘I\
Vo 2
i
&

LG Uy,
%
™

DURUTEKS LTD $TI 5
Bu Test raporunda verilen sonuglar belirtilen tarihteki isletme sartlannda kontrolu gergeklestinlen urun/alaniara aittir Kunt(cl ve tes|
gecerlidir Bu rapor Belge Miihendislik - Muayene — Teknik Kontrol Denetim ve Belgelendirme Hizmetleri'nin yazili izni olmadan ki

cogaltilamaz. Imzasiz ve muhirsiz raporiar gegersizdir.
Thig report shall not be reproduced other than in full except with the permission of the |aboratory Testing reports without signature and seal are not valid RAP.41 14.04.2020 Rev:01
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Madde No:
' Article No:

Degerlendirme
_ sssent

Gereklilik
Requirement

Patojen organizmalara karsi koruyucu giyecegin dikisleri, birlestirmeleri ve baglantilari EN 14325 in ilgili maddelersnde belirtilen kurallar
saglamalidir, Dikis mukavemeti EN 14325 Madde 5.5’e gére siniflandirilmalidir. The seams, joints and connections of protective ¢ 'othing against
pathogenic organisms must meet the rules set out in the relevant articles of EN 14325, The seam strength should be classified according to =i 14325 Clause 5.5,

Her bir dikis tipinden g diz ornek test edilecek ve her i 6rnek kiimesinin ortalamasi hesaplanacaktir. / Three flat samples [ror each stitch type
will be tested and the average of each set of three samples calculated.

Giysi dikis performansi, en dusiik Gg sonug, en zayif dikis tipi kullanilarak gizelge -5 de verilen performans seviyelerine gére cimiflandirilmalidir.
| Garment stitching performance should be classified according to the performance levels given in table -5 using the lowest three results, *~e weakest stitch

type.

EN ISO 13935-2 agiklanan test yontemi, iki malzeme pargasini birlestiren diiz dikisler icin gecerlidir. / The test method described 1 EN 1SO 13935-2
applies to straight stitches connecting two pieces of material

Siniflandirma Dikis mukavemeti (N)

(Classification) | Seam strength (N)
Class 6 _ > 500
Class 5 _ > 300
Class 4 | >125
Class 3 . >75
Class 2 | >50
Class 1 > 30
_ Class 5 (350 N)
Dikis Mukavemetinin siniflandiriimasi / Classification of Seam Strength - :
Uygun X Uygun Degil C [Jygulanamaz o
Available | Not Available N/A

DURUTEKS LTD §$Ti 6
Bu Test raporunda verilen senuglar belirtilen tarihteki isletme sartianinda kontrolu gerceklestinien urun/alaniara aittr. Kontrol ve tes!
gecerlidir Bu rapor Belge Mihendislik = Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetleri'nin yazili izni olmadan

cogaltilamaz. Imzasiz ve muhursuz raporlar gecersizdir :
tory Testing reports witnout signature and ssel srenotvaid  RAP.41 14.04.2020 Rev:01
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Table 1 — Characteristics to be evaluated and performance requirements for surgical gowns

Requirement
Test method Standard performance High performance
o (for normative
Enstaaine references see o Critical m[:::al Critical a]‘if::al
Clause 2) product product
product product
area area
area area
Microbial penetration Not a Not a
—Dry EN IS0 22612 CFU required <300 required <300
Microbial penetration 1 b Not Se Not
— Wet ENISO 22610 B 228 required 6,0 required
Cleanliness microbial / CFuU/
11737-1 <300 <300 < 300 <300
Bioburden B 100 cm2
log1p
Particle release EN IS0 9073-10 (lint £4,0 <40 <40 <40
count)
Liquid penetration EN1SO 811 ecm H0 >20 210 =100 >10
Bursting strength — | pN15013938-1 | kPa 240 > 40 > 40 > 40
Dry
Requirement
Test method Standard performance High performance
s i (for normative U
nit Less i Less
Characteristic references see Critical celitond Critical criticad
roduct
Clause 2) product product P ¢ product
. area = area
Bursting strength — Not " Not
Wet EN IS0 13938-1 kPa > 40 required 240 required
Tensile strength — Dry | EN 29073-3 N 2 20 =20 =20 > 20
Tensile strength — Not 20 Not
— EN 29073-3 N 220 required required
/FBORA >
N {«-_?
fa
Jff:.:)‘;f‘. P ?_
S\ -
O\\ A
Equ[tJTEIr(id];T\rgllz: :onwlar belirtilen tarihteki isletme sartlannda kontrolu gizcahest-r en Urlin/alanlara aittir. Kontrol ve testlete ait sc -_M/ suresi (cinde
gzceﬁ::‘firr ags :Japor Belge Milhendislik - Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetleri'nin yazili izni oimadan kismien.xd' 3 ‘a n kopyalanip

cogaitiiamaz. imzasiz ve mihirsiiz raporlar gecersizdir

This report shall net be reproducad other than in full except with the permission of the laboratory Testing repcrs w
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Table 2 — Characteristics to be evaluated and performance requirements for surgical drapes

Requirement
Test method Standard perf: -
L LN for normative " ndard performance High performance
references see Critical Less critical Critical Less critical
Clause 2) product product product product
area area area area
Microbial penetration Not Not
ENIS
Ty 022612 CFU required <3004 required <3002
Microbial penetration Not Not
EN IS0 22610 I b b
— Wet B 228 required 60°¢ required
Cleanliness microbial / CFu/
= < <
Bicberdan ENISO 11737-1 100 cm?2 <300 <300 <300 < 300
log1o
Particle release EN 1S09073-10 i <40 <40 <40 <40
(lint
count)
Liquid penetration EN IS0 811 cm Hy0 230 210 2100 =210
e -
g“‘w‘““g v ENISO13938-1 | kPa >40 >40 >40 > 40

7.REFERANS STANDARTLAR ve DOKUMANLAR REFERENCE STANDARDS and DOCUMENTS

- EN 14126 Koruyucu giysi - Enfektif ajanlara karsi koruyucu giysi icin performans gereksinimleri ve test yontemleri EN
14126 protective clothing - Performance requirements and test metheds for protective clothing against infective agents

- EN 13795 Hastalar, klinik personel ve ekipman i¢in tibbi cihaz olarak kullanilan cerrahi &rtiiler, énlikler ve temiz hava
giysileri - Ureticiler, islemciler ve driinler igin genel gereksinimler, test yéntemleri, performans gereksinimleri ve
performans seviyeleri EN 13795 Surgical drapes, gowns and clean air suits used as medical devices for patients, clinical stoff ond equipment - General
requirements, test methods, performance requirements and performance levels for manufacturers, processors and products

- 1SO 16603 Kan ve viicut siilariyla temasa karsi korunma igin giysiler - Koruyucu giysi malzemelerinin kan ve viicut sivilarinin
nifuz etmesine karsi direncinin belirlenmesi - Sentetik kan kullanilarak test yontemi /SO 16603 Clothirg for protection against
contact with blood and body fluids - Determination of the resistance of protective clothing materials to penetration of blood and body fluids - Test method
using synthetic blood

- ISO 16604 Kan ve viicut sivilariyla temasa karsi korunma igin givsiler - Koruyucu giysi malzemelerinin kan yoluyla bulagan
patojenler tarafindan penetrasyon direncinin belirlenmesi - Phi-xX174 bakteriyofaj kullanilarak test ydntemi (50 16604 Ciothing
for protection against contact with blood and bady fluids - Determination of penetration resistance of protective clothing morerials by blood-borne
pathogens - Test method using Phi-X174 bacteriophage =

- NFPA 1999 Acil tibbi operasyonlar icin koruyucu giysi ve topluluklarda standart nNFPA 1999 Smnfyd-ﬁe:geﬁﬁq ffmh\ng and

§ o

communities for emergency medical operations y OL-
- EN 1SO 10993-1, Tibbi cihazlarin biyolojik degerlendirilmesi - Bélum 1: Risk altinda degerlendirnde ve test yonet eci
(1SO 10993-1) EN 150 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk g.a ement 150 & 1)
ST RE
O
DURUTEKS LTD $Ti 8 o
Bu Test raporunda verilen sonuglar belitilen tarihteki isletme sartlarinda kontrolu gergekiestrien urun/alaniara aittir. Kontrol ve testie | iginde
gecerlidir Bu rapor Belge Mithendislik — Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetleri'nin yazili izni olmadan kis E opyalanip

¢ofaltilamaz. Imzasiz ve muhursuz raporiar gegersizdir
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Belge Mihendislik A =
Muayene = Teknik Kontrol

Denetim ve Belgelendirme Hizmetleri 20-5T-
_ 160509 |
TS EN ISO/IEC 17025:2017 05/2020

Belge Miihendislik - Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetleri Ltd Sti
Konutkent Mah. 3028 Cad. No:8 Elmar Towers C Blok K:1 D:8 Cankaya- Ankara
+90 850 888 0 254 info@belgesertifikasyon.com.tr

- EN IS0 10993-5, Tibbi cihazlarin biyolojik degerlendirmesi - Bélim 5: In vitro sitotoksisite testleri (ISO 10993-5) en 1so 10993-
5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity (150 10993-5)

- EN IS0 11737-1, Tibbi cihazlann sterilizasyonu - Mikrobiyolojik yédntemler - Bolim 1:Urlinlerdeki mikroorganizma
popilasyonu (ISO 11737-1) N 150 11737-1, Sterilization of medical devices — Microbiological methods — Part 1: Determnation of a population of
microorganisms on products (IS0 11737-1)

- IS0 22609, Bulasici ajanlara karsi korunma icin giysiler - - Test yontemi sentetik kanin niifuz etmesine «arsi direng (sabit
hacim, yatay olarak yansitilmig) 50 22609, Clothing for protection agains: infectious agents— Test method for resistance against penetration by
synthetic blood (fixed volume, horizontally projected

- EN ISO 13982-1Kati partikiillere kargi kullanim igin koruyucu giysi - Bolum 1: Tim vicuda havadaki kati partikiillere (tip 5
giysi) karsi koruma saglayan kimyasal koruyucu giysi icin performans gereksinimler En 150 13982-1 Protective clothing for use against
solid particulates — Part 1: Performance requirements for chemical protective clothing providing protection to the full body sgainst airborne solid
particulates (type 5 clothing)

- EN IS0 13982: 2004 Béliim 2 - Ince parcaciklarin aerosollerinin takim elbise icine ice dogru sizintisinin belirlenmesi en 150
13982:2004 Part 2 - Determination of inward leakage of aerosols of fine particles info suits

---- TEST REPORT END ----

Testi Yapan Raporu Hazirlayan Onaylayan
Deney Personeli _ , Teknik Miidii_r
isim — Soyisim. / i isim — Soyisim / Imza isim — Soyisim /imza

Deney ve /veya olgun#bructammgenisletiimis olgum belirsizlikieri (olma ] deney metotlan bu sertifikanin tama
ol 15, the uncertainties (if applicable) with confidence probabily ong test methqds are given on the following pages whici

and/or

DURUTEKS LTD §Ti _
Bu Test raporunda verilen sonuglar belirtilen tarihteki isletme sartlannda kontroli gergeklestirien urin/alaniara aittir. Kontrol ve testiehe TarEsiElres
gecerlidir, Bu rapor Belge Milhendislik - Muayene - Teknik Kontrol Denetim ve Belgelendirme Hizmetleri'nin yazili izni olmadan kisthen vy taeamen kepyalanip
¢ofaltilamaz Imzasiz ve muhirsuz raporlar gecersizdir.

RAP.41 14.04.2020 Rev:01
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CERTIFICATE OF CONFORMITY
UYGUNLUK SERTIFIKASI

Sertifika Numarasi / Certificate Number : MDD_200502-1984

Uretici . DURUTEKS iNSAAT GIDA TEKSTIL SANAYi VE

Manufacturer TICARET LIMITED SIiRKETI

Uretici Adresi . BATI SiTESi MAHALLESi 2308 CAD. GERSAN SiT. NO: 51
Manufacturer address YENIMAHALLE/ANKARA / TURKIYE

Uriin Tanimi . Steril Olmayan Tek Kullanimhik Koruyucu Elbise (Onliik, Tulum)
Product description Non-Sterile Disposable Protective Clothing (Gown, Coverall))
GMDN Code 35492

Tip / Model :  Class —1, Steril Olmayan -Ek V

Type / Model S/M/L/XL/JXXL/ XXXL

ilgili Yonetmelikler :  93/42/AT Medikal Cihazlar Direktifi

Related Directives 93/42/EU Medical Device Regulations

ilgili Standartlar :  EN 14126, EN ISO 14791, EN 13485,

Related Standards EN 15223-1, EN 1041+A1, EN 14155, EN 10993-1,-5,-10,
Test Raporu :  20-5T-1605_09 — 10.06.2020

Test Report

Belge Global Sertifikasyon Ltd. adi ve adresi yukanda belirtilen firmanin sundugu teknik dokumanlari inceleyerek, belirlenen
{irliniin Tibbi Cihaz Direktifi 93/42/AT kurallarina uygunlugunu onaylar. Yukarida belirtilen tiplerdeki Griin Gzerine CE isaretini,
treticinin kendi sorumlulugunda hazirlayacagi AT Uygunluk Beyan ile ilistirebilir. incelemesi Yapilan trtne ait olan bu belge
tasaniminin degismesi halinde gecerliligini yitirecektir. Bu Belgenin gegerliligini www.belgesertifikasyon.com.tr internet
sayfasindan kontrol edebilirsiniz. Bu belge sadece yukarnda gegen Grun tip/modeller icin gecerlidir. Yukarida adi gegen firma ve
Belge Global Sertifikasyon bu belgelerin bir kopyasinin tescil tarihinden itibaren 15 yil sureyle muhafaza etmelidir. Bu Belgenin
miilkiyet hakki Belge Global Sertifikasyon Ltd.'ye aittir ve istendiginde iade edilmelidir.

Belge Global Certification Ltd. confirms by examining technical documents presented on the part of company which stated title

and address above that product is conformable to 93/42/EU Medical Device Regulations, could attach Emarking on the
product with EC Declaration of Conformity prepared by manufacturer in the charge of company.in case of changing this
certificate design regarding to product examined, certificate will be expired. Please check validity of this certificate by website
www.belgesertifikasyon.com.tr This certificate is valid just for the product type/models stated below. Belge Global Certification
Ltd and Company above mentioned must retain a copy of these certificates for 15 years since the day of registration. This
certificate property belongs to Belge Global Certification Ltd and if required it must be returned.

Yayin tarihi ; 12.05.2020
Issue date

Gegerlilik Tarihi =1 12.05.2021
Validity date

Revizyon No : 02/16.06.2020

Revision number

Belge Global Certification Ltd, Certificate of validity information E-mail: info@belgesertifikasyon.com. tr mail to confirm




CERTIFICATE OF CONFORMITY
Uygunluk Sertifikasi

DURUTEKS INSAAT GIDA TEKSTIL
SAN.ve TIC.LTD.STI.

BATI SITESi MH.2308 CD.GERSAN SiT. NO:51 YENIMAHALLE/ANKARA/TURKIYE

Belge Global Sertifikasyon Ltd. adi ve adresi yukarida belirtilen firmanin sundugu teknik dokiimanlar
inceleyerek, belirlenen driiniin 93/42/AT Medikal Cihazlar Direktifi kurallarina uygunlugunu onaylar. Yukarida
belirtilen tiplerdeki triin Uzerine CE isaretini, Ureticinin kendi sorumlulugunda hazirlayacag AT Uygunluk
Beyani ile ilistirebilir. incelemesi Yapilan iiriine ait olan bu belge tasariminin degismesi halinde gecerliligini

yitirecektir Belge Global Certification Ltd. confirms by examining technical documents presented on the part of company which
stated title and address below that procduct is conformable to 93/42/EU Medical Device Regulations, could attach CE marking on
the product with EC Declaration of Conformity prepared by manufacturer in the charge of company.in case of changing this
certificate desing regarding to product examined, certificate will be expired.

EN 13795-1:2019

Certificate of Compilance

Uriin Kapsami / Product Scope

CERRAHI GIYSILER VE ORTULER Marka:DURU
(SURGICAL CLOTHING AND DRAPES) Brand : DURU

Uriiniin Tabi Oldugu Standartlar / Standards of Product Included;

EN 1041, EN 15223-1, EN 14126/AC, EN 13982, EN 16603, EN 16604, EN 22610
EN 22611, EN 22612, EN 14155, EN 10993-1,-5,-10, EN ISO 14791, EN 13485, 93/42/AT

Model(s) :S/ M/ L/ XL/ XXL/ XXXL - DURU- GOWN,

Sertifika No/Certificate Number : 20CE0204506
Yayin Tarihi/ Issue date :12.05.2020
Gegerlilik Tarihi/ Validty date :12.05.2021
Revizyon No/Revision number : 00

' Onay o\
o Approvel 4 e
ST~ ~

Belge Global Certification Ltd, Certificate of validity information E-mail: info@bcertglobal.com mail to confirm !




CERTIFICATE

DURUTEKS INSAAT GIDA TEKSTIL
SAN.ve TIC.LTD STI

Bati Sitesi Mahallesi 2308 Cad. Gersan Sit. No: 51 Yenimahalle/Ankara

Bu Sertifika yukaridaki kurulus is saghg ve glivenligi yGnetim sisteminin asagidaki kapsam cergevesinde BELGE Sertifikasyon
tarafindan onaylandigini gdstermekte olup, sertifikanin gegerliligi kurulusun yilhk gézetim denetimlerinden gegmesi
ve uluslararasi akreditasyon kurallari geregince ilgili yénetim sisteminin sartlarini devam ettirmesine baghdir,

OHSAS 18001:2007

Is Saghg: ve Giivenligi Yonetim Sistemi / Occupational Health and Safety System s

Kapsam

Steril Olmayan Tibbi ve Kisisel Koruyucu Sarf Malzemeler
(Maske, Tulum, Onliik, Cerrahi Onliik, Sedye Ortiisii) Imalat, Satis ve Pazarlamasi

- Manufacturing, Sales and Marketing of Non-Sterile Medical and Personal Protective Consumables
(Mask, Coverall, Gowns, Surgical Gowns, Stretchers)

Sertifika No - [SG-31421 revoi
Denetim Tarihi :13.04.2020
Tescil Tarihi :10.06.2020
Yeniden Basim Tarihi .
Gecgerlilik Tarihi :13.04.2021
Belge Periyodu + 3 Yil {Tescil Tarihinden itibaren)
i‘.':?‘!: kY '-;t :._":,.." :'r.:i-'t;___.--':
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www_belgesertifikasvon.com.tr / info@belegesertifikasvon.com.tr



CERTIFICATE

DURUTEKS INSAAT GIDA TEKSTIL
SAN.ve TIC.LTD STI

Bati Sitesi Mahallesi 2308 Cad. Gersan Sit. No: 51 Yenimahalle/Ankara

Bu Sertifika yukaridaki kurulus cevre yénetim sisteminin asagidaki kapsam ¢ergevesinde BELGE Sertifikasyon
tarafindan onaylandigini géstermekte olup, sertifikanin gegerliligi kurulusun yillik gézetim denetimlerinden gegmesi
ve uluslararasi akreditasyon kurallari geregince ilgili yénetim sisteminin sartlarim devam ettirmesine baghdir.

EN ISO 14001:2015

Cevre Yonetim Sistemi —Sartlar / Environment Management System -Requiments

Kapsam

Steril Olmayan Tibbi ve Kigisel Koruyucu Sarf Malzemeler
(Maske, Tulum, Onliik, Cerrahi Onliik, Sedye Ortiisii) Imalat, Satis ve Pazarlamasi

Manufacturing, Sales and Marketing of Non-Sterile Medical and Personal Protective Consumables
(Mask, Coverall, Gowns, Surgical Gowns, Stretchers))

Sertifika No : CYS-41376_revl
Denetim Tarihi 1 08.05.2020
Tescil Tarihi : 10.06.2020
Yeniden Basim Tarihi :
Gegerlilik Tarihi :09.05.2021
Belge Periyodu : 3 Yil (Tescil Tarihinden itibaren)
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global-mark®

Certificate of Approval

This certificate confirms that the company below complies with the following standard;

---------------- S e - fe ol - . . B B B L Y o A i it Y L it e e e B e e L, L L

Company Name DURUTEKS INSAAT GIDA TEKSTIL SAN.ve TiC.LTD STi
Client ID KYS-11480_revo1

oo ISO 9001:2015 Kalite Yonetim Sistemi —=Sartlar

Certification Standard .
ISO 9001:2015 Quality Management System
Steril Olmayan Tibbi ve Kisisel Koruyucu Sarf Malzemeler (Maske, Tulum, Onliik,

Scope of Certification Cerrahi Onliik, Sedye Ortiisii) imalat, Satis ve Pazarlamasi

Manufacturing, Sales and Marketing of Non-Sterile Medical and Personal Protective

Consumables (Mask, Coverall, Gowns, Surgical Gowns, Stretchers)

Type of Certification Ynnetlm Slsterm / Management Systems

e bt AR

Certification Review Date 08.05.2020
Certificate Issue Date 10.06.2020
Certification Expiry Date 08.05.2021

Certificate Last Update Date

...........................................................................................................................

The use of the Accreditation Mark indicates accreditation by the Joint Accreditation System of Australia
and New Zealand in respect to those activities covered by JAS-ANZ accreditation.

JAS-ANZ

This certification remains valid until the above mentioned expiry date and subject to the organisation’s
continued compliance with the certification standard, and Global's Terms and Conditions.




global-mark®

Certificate of Approval

This certificate confirms that the company below complies with the following standard;

...............................

Company Name DURUTEKS INSAAT GIDA TEKSTIL SAN.ve TiC.LTD STi
Client ID MKYS-60290

e EN ISO 13485:2016 Tibbi cihazlar - Kalite yonetim sistemleri
Certification Standard - ; ; :
EN ISO 13485:2016 Medical devices - Quality management systems
Steril Olmayan Tibbi ve Kisisel Koruyucu Sarf Malzemeler (Maske, Tulum, Onliik,
Scope of Certification Cerrahi Onliik, Sedye Ortiisii) imalat, Satis ve Pazarlamasi

Manufacturing, Sales and Marketing of Non-Sterile Medical and Personal Protective
Consumables (Mask, Coverall, Gowns, Surgical Gowns, Stretchers)

Type of Certification Y6netim Sistemi / Management Systems

CERTIFICATE DATES

Certification Review Date 07.05.2020
Certificate Issue Date 10.06.2020
Certification Expiry Date 08.05.2021

Certificate Last Update Date

..........................................................

................................................................................

The use of the Accreditation Mark indicates accreditation by the Joint Accreditation System of Australia
and New Zealand in respect to those activities covered by JAS-ANZ accreditation.

JAS ANZ

This certification remains valid until the above mentioned expiry date and subject to the organisation’s
continued compliance with the certification standard, and Global’s Terms and Conditions.




