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BETTER AG

Top Qualitat zu Herstellerpreisen

@dem

Medizinische Einwegmasken

Produkt: Medizinische Einwegmasken
EN14683:2019 TYPEIIR
Spezifikation: 17.5cm x 9.5cm

Anzahl der Lagen: 3 Lagig
Haltbarkeitsdauer: 2 Jahre

Verpackung Box:
Menge: 50 Stlick / Box

Grof3e: 19.5x10x 10

Verpackung Carton:
Menge: 48 Stlick / Karton
Grof3e: 60x40x40

. Tel:DE: +49(0)3062 933420
Kontakt: CH:+41(0) 715880248
E-mail: info@OdemShop.com
Shop: www.OdemShop.com
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UNIVERSAL

EERTIFICATLON

TEKNIK DEGERLENDIRME RAPORU
RAPOR TARIHE / NO: 11002020 / 09-2020-T0367

Uretici: ECE FASHION TERSTIL SANAY] TICARET LIMITED SIRKETI
Adres: Mehmet Nesih Ozmen Mah. Defne Sk, No:9/ 1 Gi n 15 / TURKEY

Yukarda ismi veriten kurulus tarafindan Gretimi gergeklegtinilen Nrinily ilgifi oldugy Avoopa Bidigi
larmunize iidin standasdy olan BN [1683+AC:2019 sandard Bk ZA tublosu ve 93642EEC Tibbi Cihazlar
Yanetmelidinin Sl | gereklilikken o ki bagvurusu lzerine o i incelemeleri
yapi gt

Uritn Tannn: Medikal Y iz Maskesi
Murka: VOINMED Model: VN I02

Gergeklestirilen Oginch taral incelemeler kapsaminda nin sundugu teknik dosyast incelenmis ve
(irfinberinin BN 14683/ AC2019 standard) ZA Fkinde gt ilen deneyleri gerge irilmistic. (Ek 1 Ekoteks
lLaboratuvar ve Goeetim Hi i i 00972020 20028357 tarih ve numaral
deney raporkan)

Bu rapor ve bu raporun olumlu olmas d b belge, i i
Y lii kag i ful ortadan kaldirmae veya devealmaz, Uretici 9
b firinde ilgili tim soommluluklarm stirekli olamk verine getinnelidir,

UPHSEE (21L2006  Mewlll

7
UNIVERSAL

CERTIFICATION

veribmigling
Teknik Dosyn Incelemesi
Ureticinin 93MLTEC Tibbi Cilwzlur Ytnetmeliging giire hazirlamors bir teknik dosyasinm
ik wereklifiklerinin ele alind g v bu
gereklili o petirilimesi Konus i ali tnrmbnmnlon sabip oldogy
defrerlendinlmigtir

Deney 5

stici tarafmdan testim edilen Grinler TS EN [4683/AC:2019 standards ZA ki glie dnline
almarnk syadidaki deneyiere tabi tutiimug ve deney sonuglan deferlendiriimigtie
1. Biyouymmiuluk
Urline ait teknik dosyn incelemesinde, reticinin Orinde  kullamlan makzemelerin
inde biyo uyumbnluk sarlann g ve malzeme temininde yan mamil
erinden firinlerin bive uyumlulugunn dair gerekli mahhitleri wmin ederek kendi
elerin biyo — uyumiuluk sartlnn saglodiina dair beyammn hulundogn, b
n yinetimi konusundn  dahili reviendirmelerin - yapilng  oldug dair
i bulundugu gériilmig ve yeterli olarak degerlendinilmigtiv

Bakteri Filtrasyon ¥

Bakteri Filtmsyon Eikinligi: TS EN 14683/AC:2019 Tk B metodu dogrulusunda suni
olamk 5 bakieri htevas befidi bir akig ile fgili deney meadunda
aimbanimig bir ditzenckte en a5 maske numunesi bakierd igeren hava gegigine 8.3
Lidak akis hea ile 2 dakika maruz berakilimgte, ik parikil blyikiikler ile clde
edilen Brneklerin inkiihasyonu sonuglart anilan deney raporuimdn gtisterimigtir.

AC standardinda verilen performans simiflarma gire thbi maske tplerinin
cken mini bakteri liltrasyon etkinligi sk tnbleda verilmiglin

Tip IR

s

* Tip | tbbi yiiz maskeber yalnizea hastalar veya diger kigiler tamfindan salgmlar
durumunda riskin digiciimesi am Ta kb lmatider. Tip 1 maskeler; saghkosaghk
caliganlarimm amelivat veys benzeri suhk lizmetlerinin verild

A degildir,

5 dency numunesi fzerinden yapilan incelemede en digik bakteri filtrasyon defierinin 100
%4 olarak verildigi giritmiistie. Bu sonuca ghire maske perfonmansmin stindartta verilen
Tip 1, Tip 1 ve Tip IR performans sinifin saglndidi degerlendirilmigtir

Laboratuar sonuglarmm glivenligi agisendan poeitit ve negatil” kontrol verilerinin tutarl
obdogu idenmistir,

Mikrobiyal temizlik (Bioburden)

Mikrobiyal Temizlik (Bioburden): 150 11737-1 standarding pire geryeklegtirien dencyde
koloni olusturan  birimlerin  sayiimas) ile gerpeklestiviben deney  sonuglannm  tim
perfarmans smiflan igin 30 birimin alunda ofmas: beklenmektedie. L CER,

(FE TR




THE REPUBLIC OF TURKEY MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY

Certificate No : 85691
Dhate of Issue - 22 Junc 2020

manufactured by "ECE

FASHION TEKSTIL SANAY! TICARET LIMITED SIRKETI™ (Mehmer Nesih Ozmen Mh. Defie

Sk No:® ] GUNGOREN [STANBUL)Y are CL marked in accordance with Medical Deviee Directives

and are freely sold m Turkey.

This certificats is issued 1o be given © the relevant competent authorities of other countries

and is valid for 36 months from the dete of ssue

The products listed in the attached schedule are registered from the date of issuance of this
certificate. and information about the current status. of these products is ac le through
p v Lo saislik g randuss van T ibbil thael sk

Yours Sincerely.

Head of Medical Device
Registration and Coorditiatitn Department

Tarkiye Hag ve Trhbi Cibaz Kurunn
Tel 90 312 218 33 33 Faks; +

Cankery - Ashara-TURKIVE
hittp:awvwaw.titek. gov. tr

Barcode

2006THI2

PRODUCT SCHEDULE

“[Brand [ Label Na

[Ecemen.

i Referance No/ | GMDN Code

Prodyshcasds

Vi 1;; 3
. Ph.D.
beviee
n Depariment




CERTIFICATE OF REGISTRATION
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MSCB-131

This Certificate has been awarded to

ECE FASHION TEKSTIL
SANAYi TICARET LIMITED SiRKETI

M. NESIH ©ZMEN MAH. DEFNE SOKAK NO:9-1
GUNGOREN / ISTANBUL / TURKIYE

s Nag ts System which plies with

In recognition of the

1SO 9001:2015

The scope of activities covered by this certificate s defined below
MANUFACTURING AND SALES OVERSHOE, BONE, MASK
GALOS, BONE, MASKE IMALATI VE SATISI
Certificate Number: SISTURCQO420202079
Date of Issue of Orginal Certificate; 22.04.2020

Date of Issue of Latest Certificate: 22.04.2020
Expiry Date: 21.04.2021
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Note: This certificate s valisd only if produced with the

n letter after the surveillance is carried oul successfully,
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of Registration : ?"?e%me*

Thiy iy po Certify that the
Medical Device - Quality Management System
of
ECE FASHION TEKSTIL SANAYI TICARET
LIMITED SIRKETI
M.NESIH OZMEN MAH. DEFNE SOK. NO:9-1 GUNGOREN /
ISTANBUL / TURKIYE

dently d and is compliant
with the requirements of

IS0 13485:2016

This Certificate is applicable to the following product or service ranges:
MANUFACTURING AND SALES OVERSHOE, BONE, MASK
GALOS, BONE, MASKE iIMALATI VE SATISI

has been i

it Certificate No :: TRS1595H
Date of initial registration 05 March 2020
Date of this Certificate 05 March 2020
Surveillance andit on or before 04 March 2021
Recertification Due | Certificate expiry k4 March 2023

Thin Corlibcate i property of Gtaunchly Mansgement & Systam Servicen Li2. and remses vl
subjiect to satistaciony surveliiance audis

A pam s

m Director
BTALUNCHLY MANAGEMENT & SysTEM BERvioEs LTO,
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FATUSLA DUZENLEVECER BASVURU SAHSI

DENONT BILOILER:

BETTER AG
General-Guisan-Str. 8
6300 Zug, Schweiz
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www.OdemShop.com

E-Mail: info@OdemShop.com

Kontakt:
DE:+49(0)30 62 93 34 20
CH:+41(0) 7158 80 248



