
Spitzenqualität zum Herstellerpreis

Produkt: Medizinische Einwegmasken
EN 14683:2019

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

Verpackungsbox:
Menge: 50 Stück/Karton 
Größe: 19,5 x 10 x 10

Verpackungskarton: 

Größe: 60x40x40

Medizinische Einwegmasken

Kontakt: D/AT:  + 49 30 62 93 34 20

Quantität: 40 Stück/Karton







This is to Certify that the

Medical Devices - Quality Management System

of

PRİZMANET MEDİKAL SANAYİ TİCARET
İTHALAT İHRACAT LİMİTED ŞİRKETİ

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:

Certificate No.: TR53320H

YAHYA KEMAL MAH. OKUL CAD. NO:13/15 KAĞITHANE / İSTANBUL / TÜRKİYE

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

YETİŞKİN TIBBİ MASKESİ, ÇOCUK TIBBİ MASKESİ, BONE, SİPERLİK, TULUM
ÜRETİMİ VE SATIŞI

Date of initial registration 08 October 2020

Date of this Certificate 08 October 2020

Surveillance audit on or before

Recertification Due / Certificate expiry

07 October 2021

07 October 2023
This Certificate is remains valid subject to satisfactory surveillance audits.

Emmanuel ADEMOSU

Director



 

  

 

 

 

Ürün Ad  / Name of Product : 
T bbi Yüz Maskesi (Tek Kullan m (Üç Katmanl  
Medical Face Mask (Disposable) (Three-layer)

GMDN Kodu / GMDN Code : 35177 (Surgi al Fa e Mask, Single Use  

Bran Türü Kodu / UMDNS Code : 1229 (Masks, Surgi  

Yasal Üretici (Adresi) / 
Legal Manufacturer (Place of Issue) : 

ZMANET MED KAL SAN. T H HR. LTD.  
Ya ya Kemal Ma . Oku . N :1 5, 

ane  stanbul, Turkey 

Marka / Trademark : Medizer – Mora Mask 

  Deney Raporu  / Test Report
  

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

:
 

Ürün Standartlar  / Product 
Standards 

: EN 14683:2019+ :2019 

Özellikler / Parameters : EU Standard Class : Type IIR 

  Filtra n E ien y (BFE %  : 98,7 
  Breat ing Resistan e (Pa  : 47,1 
  Splas  Resistan e Pressure (kPa  : >21,3 
  bial leanliness fu  : 9 

Ürün S n fland rmas urallar /  
Device Classification, Rules 

: 

n f I, steril lmayan, ölçme f nksiy nu lmayan ve 
invaziv lmayan, Ek VIII uyar n a Kural 1 (93/42/AT – Ek VII) 
Class I, n n-sterile, n n-measuring an  n n-invasive, 
Rule 1 per nnex VIII (Ex 93/42/EEC – Annex VII) 

Belge No / CE Certificate Number : N  

Bu AB Uygunluk Beyan  yaln zca üretici sorumlulu unda düzenlenmi tir. A a da imz bulunan ben, bu belgeyle, belirtilen t bbi cihazlar n 5 
Nisan 2017 tarihli T bbi cihazlarla ilgili Konsey ve Avrupa Parlamentosu (AB) 2017/745 (Eski 93/42/AT) s l tüzü ünün ilgili hükümlerini 
kar lad n beyan ederim. Yukar da belirtilen Direktife uygunlu u gösteren tüm destekleyici belgeler “PR ZMANET MED L SAN C. TH. HR. 
LTD. T .” firm taraf ndan korunmaktad r. Bu beyan, imza tarihinden sonraki tüm cihazlar için geçerlidir. 
This EU declaration of conformity is issued only under the responsibility of the manufacturer. I, the undersigned, 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 compliance to the aforementioned Directive(s) is retained under 
the premises of “PR ZMANET MED KAL SAN C. TH. HR. LTD. T . This declaration applies to all devices from the signature date forward. 

 

 

CE aretleme Tarihi / AB Uygunluk Beyan Tarihi 
Start of CE / EU Declaration of Conformity Date 

 
25.05.2021 

 

 

 

 

 
 

 
 

 

Y za Authorized Signature 
 

Z NET ME L . T TH. HR. LTD. T . 
 
 
 
  
 

AHME  Manager

 nbul, 25-May-2021  



Kontakt: D/AT:  + 49 30 62 93 34 20




