YES

EU Declaration of Conformity
AB Uygunluk Beyani

Uriin Adi / Name of Product

GMDN Kodu | GMDN Code
Brang Tiirii Kodu /| UMDNS Code

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

Model, Tanimlama Numarasi /
Model, Identification Number

Uriin Standartlari / Product
Standards

No. DoC-08122020

HASTANE PERSONEL ONLUGU/GOWN OF FABRIC FOR HOSPITAL
WORKERS.

40511

367

YFS GIDA TEMIZLiK AMBALAJ MEDIKAL TiC. LTD. §Ti.
BAGCILAR MAH. 1084. SOK. ENDER-6 APT. NO:1/2,
DIYARBAKIR, TURKIYE

YFS
YFS-21 (100-120-140-160-180-200-220-240
gr)

EN 13795-2:2019

ANALiZ KRITER
Mikrobiyal gegirgenlik —kuru (EN IS0 22612) <100 (CFU)
Mikraobiyal temizlik (biyoyiik) (EN ISO 11737-1) <100 (CFU/100cm?)
Patlama mukavemeti - kuru (ISO 13938-1) 240 (kPa)
Kopma mukavemeti - kuru (EN 29073-3) 220(N)
Tespit edilen performans sinifi (EN 13795-2) Standart Performans

Uriin Siniflandirmasi, Kurallar /
Device Classification, Rules

Belge No / CE Certificate Number

Sinif I, steril olmayan, dlgme fonksiyonu olmayan, Ek VII
Class I, non-sterile, non-measuring, Annex VI

N/A

Bu AB Uygunluk Beyani yalnizca iretici sorumlulugunda dizenlenmistir. Asagida imzasi bulunan ben, isbu belgeyle, belirtilen tibbi
cihazlann 5 Eylil 2007 tarihli Tibbi cihazlarla ilgili Konsey ve Avrupa Parlamentosu 2007/47/AT (Baz alinan 93/42/AT) sayili
direktifinin ilgili hikimlerini kargiladigini beyan ederim. Yukarida belirtilen Direktife uygunlugu gésteren tim destekleyici belgeler
“YFS GIDA TEMIZLIK AMBALAJ MEDIKAL TIC. LTD. STI.” firmasi tarafindan korunmaktadir. Bu beyan, imza tarihinden sonraki tum
cihazlar igin gecerlidir.

This EU declaration of conformity is issued only under the responsibility of the manufacturer. |, the undersigned, hereby declare that
the specified medical device(s) meet(s) the applicable provisions of Directive 2007/47/EC (Base 93/42/EEC) of the European
Parfiament and of the Council of 5 September 2007 on medical devices. All supporting documentation that contains proof of
compliance to the aforementioned Directive(s) is retained under the premises of “YFS GIDA TEMIZLIK AMBALAJ MEDIKAL TIC.
LTD. 71" This declaration applies to all devices from the signature date forward.

CE Isaretleme Tarihi / AB Uygunluk Beyani Tarihi

Yetkili imzasi, Authorized Signature
Start of CE / EU Declaration of Conformity Date

YFS GIDA TEMIZLIK AMBALAJ MEDIKAL
5. 5. P GIDA TEﬂ{ﬁ-'ﬂ?ﬁEgﬂ'l,

Digitally signed by Chirtoaca lurie
Date: 2021.11.30 18:41:57 EET
Reason: MoldSign Signature
Location: Moldova

Arjen SUNAL, Manager
Diyarbakir, 25-February-2021
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