0 BETTER AG

Spitzenqualitat zum Herstellerpreis
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Medizinische Einwegmasken

Produkt: Medizinische Einwegmasken
EN 14683:2019

Spezifikation: 17,5cm x 9,5cm
Anzahl der Schichten: 3 Lagen
Haltbarkeitsdauer: 2 Jahre

Verpackungsbox:
Menge: 50 Stiick/Karton
Grof3e: 19,5x10x 10

Verpackungskarton:
Quantitat: 40 Stiick/Karton

Grof3e: 60x40x40

Kontakt: Tel: D/AT: +49 3062 93 34 20
CH:+41(0) 7158 80248
E-mail: info@OdemShop.com
Shop: www.OdemShop.com




Top quality at manufacturer price

Top Qualitdt zu Herstellerpreisen

Qualité supérieure a des prix de fabricant

Massima qualita a prezzi da produttore

Topkwaliteit voor de prijs van de fabrikant

Vrhunska kvaliteta po cijeni proizvodada
Model: MBOO1

Pieces/ Stiick / Pigces | Pezzi [ Stuks / Komada
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Top euality ac manefacturer price

Top Qualttét zu Herstellerpreisen

Quialitd supdrieurs & des prix de fabeicant

Massima qualith a peezzi da pradutiore

Toplowalifait voor de peijs van de fabrikant
Ivalitata po cjeni projsvodats
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EKOTEKS LABORATUVAR ve GOZETIM HIZMETLER] A 5.
Esemyurt Firuzkny Bebvan Mo 28 34325 Avestar
bl TORKIYE

TEST REPORT
DENEY BAPORL

ABOSET |

21005288

02-21

“PRIZMA NET MEDIKAL SAN, TIC, IHR. ITH. LTD. 571,
Adresi: YAHYA KEMAL MAH. OKUL CAD. NO:13(15 K HANE/IST.

Abes frmma:

et kigi:

dstek mumaras:

Mode! mumorase: MEDIZER MRBOO|

Aununmenin d ve forfT: Mavi dokusuz yuzey maske(Mugieri tarnfindan belintilmigtin, 70OADET -BEYAZ)

Nunurnenta kabul sarihi: 10,02 2021

ave numune vetveya ilave bilgi gelis

turihi:

Drenepin papuidiuy tarih: 10,02 2021-15.02.2021
lrve nwmune vesfegya ilirve Bilgl gelly

toriki;

Aprklmmuolar;

Numuine Bu raparda venlen somsglar magten rafindon pandesilen numuseye aittis
Nummimesin son kallamm:

Yikamsa talimier: Belinilmedi

Ruporur sayfa say: 5

Tiirk Akreditasyon Kurnmu (TORKAK) deney raport Avrupa Birligi (E4) ve
L L Birligi (ILAC) ile kargilvkls tanemma antlagaasio fmgalamgir

Deney laboratuvan olarak foaliyer gosteren EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERP AL
TURKAK tan AB-0583-T akreditasyon dospa numarass le ISQ 1 7025:201 7 standarding gire akredite edilmigti, .

Dewey v veya dlgim il i folmasi halindg) ve deney metodiar ba sertiffkanmn
tanmrnlayres kismn olan takip eden sayfalarda verilnigtir. ff‘\l

Tarih ! Labaratuvar Madirs
15.02.2021 1 i Sevim A RAZAK
- 15.02.4021
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n yeals 2ol clmadan kismen kepyalanip gopalnlame: .
= roporfar gepersizidie

Sayfa1/5




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A S.

AB-0583-T

+ CERTIFICAT

21005288 .
This is to Certify that the

Medical Devices - Quality Management System
of .
PRIZMANET MEDIKAL SANAYI TICARET
ITHALAT IHRACAT LIMITED SIRKETI
YAHYA KEMAL MAH. OKUL CAD. NO:13/15 KAGITHANE / iSTANBUL / TURKIYE
has been independently assessed and is compliant
with the requirements of
ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

02-21

ISTENEN TESTLER ACIKLAMA

MiKROBiIYOLOJiK TESTLERI

Bakteri Filtrasyon EtkinlikTesti-BFE TIP IIR
Mikrobiyal Temizlik (Biyoyiik)

FiZIKSEL TESTLER

Basing Fark1

Kan Sigrama Direnci

+ CERTIFICADO

P:Geger

F:Kalir

R:Alic1 firmanin teknik kisisine bagvurunuz.

Test sonuglart EN 14683:2019+AC :2019 Tablo 1 limit degerlerine gére degerlendirilmigtir.

Not: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 yil, orjinal numuneler 3 ay saklamir. Milsteri tarafindan talep
edildiginde testlere ait 6lgiim belirsizligi raporlanir fakat “Geger/Kalir” degerlendi inde 6lgiim belirsizligi degeri
dikkate alinmaz. Raporlanan belirsizlik, genisletilmis belirsizlik olup standart belirsizlik kapsam faktorii k=2 kullanilarak
elde edilmistir. Giivenilirlik diizeyi % 95°tir. Uygunluk beyan1 Basit Kabul Karar Kuralina gére verilmistir. Bu raporda
(*) isaretli deneyler akreditasyon kapsamina dahil degildir.

PRODUCTION AND SALE OF MEDICAL MASK FOR ADULT, MEDICAL MASK FOR
CHILDREN, BONNET, VISOR AND OVERALLS

YETISKIiN TIBBi MASKESI, COCUK TIBBi MASKESI, BONE, SIPERLIK, TULUM
URETIMI VE SATISI

¢ CEPTUDUKAT

Certificate No.: TR53320H
Date of initial registration 08 October 2020
Date of this Certificate 08 October 2020
Surveillance audit on or before 07 October 2021

Recertification Due / Certificate expiry 07 October 2023
This Certificate is remains valid subject to satisfactory surveillance audits.

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip ¢ogaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.

+ CERTIFICATE
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Emmanuel ADEMOSU
Director

! i iy fatBunchlpvarvices:
This Camificate i the propeimy of Staunchly Management & Syaiem Servioas Limied and shall be miurms

* ZERTIFIKAT
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Campany Registered in England and Walks with Carpary Number 11488683
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EU Declaration of Conformity CE RTIFIC A'l

AB Uygqq]ulﬁ_]?t:yﬁm iZMANET MEDIKAL SANAYI TICARET ITHALAT IHRACAT
No. DoC-25052021-1 LIMITED SIRKETI

- Tibbi Yiiz Maskesi (Tek Kullanimlik) (Ug Katmanh) / Yetiskin / Gocuk
Uriin Adi/ Name of Product Medical Face Mask (Disposable) (Three-layer) / Adult / Child
GMDN Kodu / GMDN Code : 35177 (Surgical Face Mask, Single Use)

Brang Tiirii Kodu / UMDNS Code : 1229 (Masks, Surgical)

PRIZMANET MEDIKAL SAN. TiC. iTH. iHR. LTD. $Ti.
Yahya Kemal Mah. Okul Cad. No:13/15,
Kagithane / istanbul, Turkey

Yasal Uretici (Adresi) /
Legal Manufacturer (Place of Issue)

Marka / Trademark : Medizer — Mora Mask .
b
Deney Raporu / Test Report Ekoteks Laboratuvar ve Gézetim Hiz. A.S. ! & @ GE O 0 02 : 2 0 1 8

Deney Rapor No / Test Report No : AB-0583-T 21005288 02-21

Uriin Standartlar / Product

Standards EN 14683:2019+AC:2019

Ozellikler / Parameters : EUStandard Class :  TypellR

Bacterial Filtration Efficiency (BFE) (%) : 98,7
Breathing Resistance (Pa) : 47,1
Splash Resistance Pressure (kPa) : >21,3
Microbial Cleanliness (cfu/g) : 9
N Sinif |, steril olmayan, 6lgme fonksiyonu olmayan ve
Uriin Siniflandirmasi, Kurallar / . invaziv olmayan, Ek VIIl uyarinca Kural 1 (93/42/AT - Ek VII)

Device Classification, Rules * Class I, non-sterile, non-measuring and non-invasive,
Rule 1 per Annex VIII (Ex 93/42/EEC — Annex VII)

Belge No / CE Certificate Number : N/A

Bu AB Uygunluk Beyani yalnizca iiretici sorumlulugunda diizenlenmistir. Asadida imzasi bulunan ben, isbu belgeyle, belirtilen tibbi cihazlarin 5
Nisan 2017 tarihli Tibbi cihazlarla ilgili Konsey ve Avrupa Parlamentosu (AB) 2017/745 (Eski 93/42/AT) sayl tiziguntin ilgili hikiimlerini
karsiladigini beyan ederim. Yukarida belirtilen Direktife uyguniugu gosteren tiim destekleyici belgeler * "PRIZMANET MEDIKAL SAN. TIC. ITH. IHR.
LTD. $Ti." firmas! tarafindan korunmaktadir. Bu beyan, imza (anmnden sonraki tiim cihazlar igin gegerlidir.

This EU declaration of conformity is issued only under the of the I, the hereby declare that the specified
medical device(s) meet(s) the applicable provisions of Regulation (EU) 2017/745 (Ex 93/42/EEC) of the European Parliament and of the Council of 5
April 2017 on medical devices. All supporting documentation that contains proof of i to the i Directive(s) is retained under
the premises of “PRIZMANET MEDIKAL SAN. TIC. ITH. IHR. LTD. $TI. This declaration applies to all devices from the signature date forward.

CE igaretleme Tarihi / AB Uygunluk Beyani Tarihi Yetkili imzasi, Authorized Signature
Start of CE / EU Declaration of Conformity Date PRIZMANET MEDIKAL SAN. T| C. ITH. HR. LTD. $Ti.

25.05.2021 AHMET BILAL 7RBEJ(' ) Manager

Istanbul, 25-May-2021
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CERTIFICATE

PRIZMANET MEDIKAL SANAYI TICARET iTHALAT IHRACAT
LiMITED SIRKETI

ISO 9001 : 2015

PRIZMANET MEDIKAL SAN.
TicC. iTH. IHR. LTD. STIi.

Yahya Kemal Mah. Okul Cad. No:13/15 Kagithane/istanbul/ TURKIYE

1ISO 45001:2018 e

s Saglg! ve Guv = S i i
ipational Health and Safety Management System KAPSAM
Meditiof moshe, cocub nedifal naesbe, bone, siperlil Wbl ealan, oalik, FFR2 moshe, N9 moske Gretiod,
ithalats ve thracat
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Sartifiks Mo Ky-27gas

Tascil Tarinl 08122021

Yanlden Basim Tarihl

Gacarlilik Tarihi 050.2022

Dalge Periyodu 39 (Thacd ~
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MSCB-103

R www.OdemShop.com Kontakt: D/AT: + 49 30 62 93 34 20

General-Guisan-Str. 8
6300 Zug, Schweiz E-Mail: info@OdemShop.com CH:+41(0) 7158 80 248






