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CE DECLARATION OF CONFORMITY

MODA NOVA TASARIM KONFEKSIYON SAN. VE TiC. LTD. STi.
ALASARKOY MAH. iISTANBUL CAD. NO:509 /1 OSMANGAZi/ BURSA/ TURKIYE

that the following described product in our delivered version complies with
appropriate basic safety and health requirements of MEDICAL DEVICE
DIRECTIVE 93/42/EEC on its design and type, as brought into circulation by us. In
Case of alteration of the product, not agreed upon by us, this declaration will lose
its validity.

Teslim edilen versiyonumuzda asagida tanimlanan triintin TIBBi CIHAZ
YONETMELIGI 93/42 | EEC tasarim ve tipine gére tarafimizca dolasima sokulan
uygun temel glvenlik ve saglik sartlarina uygun oldugunu beyan ederiz. Uriiniin
degistirimesi durumunda, tarafimizdan Gzerinde anlasmaya varilamayan bu beyan
gecerliligini kaybedecektir.

Description Of The Product/Product Part : PROTECTIVE APRON
Uriintin / Uriin Parga Tanimi : KORUYUCU ONLUK
Applicable EC Directives

Uygulanabilir Directifler : 93/42/EEC

Applicable Harmonised Standards

Uygulanabilir Standartlar : BS EN 13795:2019, BS EN11810:2015
Certificate Code

Sertifika Kodu : MODA NOVA TASARIM
Certificate Number

Sertifika Numarasi : A1512698

Certificate Issue Date

Sertifika Hazirlanma Tarihi : 04.06.2020

Certificate Validity Date

Sertifika Gegerlilik Tarihi : 04.06.2021

EU Representative/AB Temsilcisi
(Authorized Signature and Title)

(Yetkili Imza ve Unvani

Sistem etkin bir sekilde strdiriidikce ve gozetim tetkikleri zamaninda yapildig muddetce bu belge 1 yil gecerlidir.
BEL denetim yiritiilmesinde gerekli itina ve yetkinlik gdstermesine ragmen biyik ihmalierde dahil sorumluluk
kabul etmeyecektir. Bu belgenin miilkiyet hakki BEL aittir ve istenildiginde iade edilmelidir.
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Shenzhen Bel Technology Co. Ltd.
Company Address: 415# chuangye Building, No. 7 chuangye 2 Road, 24 District Baoan, Shenzhen
Company Phone:0755-27808385 Fax:0755-27808385
Zip Code: 518101

g

o



SERTIFIKA / CERTIFICATE

MODA NOVA TASARIM KONFEKSIYON SAN. VE TiC. LTD. §_Ti. :
ALASARKQOY MAH. iISTANBUL CAD. NO:509 /1 OSMANGAZi/ BURSA/ TURKIYE

Kurulusunun “MEDIKAL URUNLER IMALATI VE SATISI” Kapsami igin

For scope “MEDICAL PRODUCTS MANUFACTURING AND SALES”

ISO 9001:2015

KALITE YONETIM SISTEMI
QUALITY MANAGEMENT SYSTEM

Kurdugunu ve uyguladigini belgelemekte ve BEL tarafindan gergeklestirilen denetim
bu yonetim sisteminin asagidaki standardin sartlarini karsiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by BEL
it confirms that this management system meets the requirements of the following standard.

Sertifika Numarasi : A1512507
Sertifika Kodu : MODA NOVA
Sertifika Yayin Tarihi : 08.05.2020
Sertifika Gegerlilik Tarihi : 08.05.2021
Sertifika Periyodu iR B ¢

Bel gelendnrme Midtri

et

Sistem etkin bir sekilde siirdirilditkce ve gézetim tetkikleri zamaninda yapildigi middetce bu belge 1 yil gegerlidir.
BEL denetim yiritiimesinde gerekli itina ve yetkinlik gostermesine ragmen blyiik ihtimallerde dahil sorumluluk kabul etmeyecektir.
Bu belgenin miilkiyet hakki BEL aittir ve istenildiginde iade edilmelidir.
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Shenzhen Bel Technology Co. Ltd.
Company Address: 415# chuangye Building, No. 7 chuangye 2 Road, 24 District Baoan, Shenzhen
Company Phone:0755-27808385 Fax:0755-27808385
Zip Code: 518101
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MODA NOVA TASARIM KONFEKSIYON SAN. VE TiC. LTD. STi.
ALASARKOY MAH. iISTANBUL CAD. NO:509 /1 OSMANGAZi/ BURSA/ TURKIYE

Kurulusunun “STERIL , NON STERIL, TEK KULLANIMLIK CERRAH| ORTU, ONLUK,
CERRAHI SET VE AMELIYAT POSLARI URETIMI” Kapsami igin

For scope “MANUFACTURE AND SALES OF NONSTERILE , STERILE DISPOSABLE
SURGICAL DRAPES, GOWNS, SURGICAL SETS, AND SURGICAL POUCHES”

_ ISO 13485: 2016 L _
TIBBI CIHAZLAR-KALITE YONETIM SISTEMI
MEDICAL DEVICES - QUALITY MANAGEMENT SYSTEM

Kurdugunu ve uyguladigini belgelemekte ve BEL tarafindan gercgeklestirilen denetim bu yonetim sisteminin
standardin sartlarini karsiladigini dogrulamaktadir.

It certifies that it has established and implemented it, and the audit performed by BEL confirms that this
management system meets the requirements of the standard.

Sertifika Numarasi - Certificate Number : A1512706

Sertifika Kodu- Certificate Number : MODA NOVA TASARIM
Sertifika Yayin Tarihi- Certificate Issued on : 08.05.2020

Sertifika Gegerlilik Tarihi- Certificate Validation Date : 08.05.2021

Sertifika Periyodu- Certificate Period R {1

System effectively and timely surveillance audits this document is valid as

long as the 1-years. BEL control the conduct of standards. Although due

care and competence, including gross negligence will not accept responsibility.

This document or proprietary rights owned by BEL and must be returned upon request.

World Class Standards 2002/95/EC
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ATEX 2 FSC E

Shenzhen Bel Technology Co. Ltd.
Company Address: 415# chuangye Building, No. 7 chuangye 2 Road, 24 District Baoan, Shenzhen
Company Phone:0755-27808385 Fax:0755-27808385
Zip Code: 518101




Product
Product Matrix

Type

TECHNICAL DATA SHEET

: SMS Nonwoven

: 100% Polypropylene (PP)

: M/O1

: . ; - - Test
Physical Properties | Specification LSL USL Unit
y P P Standard
Basis Weight 35 33,25 36,75 gn’m2 WSP 130.1 (05)
Tensile Strength MD 105 90 126
N/S0mm

Tensile Strength CD 47 40 57

WSP 110.4 (05)
Elongation MD - 60 120

%
Elongation CD - 60 120
Air Permeability 580 490 670 Um2/s | \vsp70.1 (05)
(@ 200 Pa) )

Color White
Treatment N/A
Revision Date: 29.04.2020

Revision Number:

02






