AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

Uretici / Manufacturer

VESTA TIBBI CIHAZLAR ITHALAT IHRACAT SANAYIi VE TiICARET LIMITED SIRKETI
Adres / Adress

BATI SITESI MAHALLESI TAHSIN KAHRAMAN CAD. NO: 108 GERSAN SANAYI SITESI
YENIMAHALLE / ANKARA / TURKIYE

Telefon / Phone

+90 312 424 04 58

E-mail

kalite @vestatibbi.com.tr

Beyan / Declaration
Beyan ederiz ki, Kendi sorumlulugumuz altinda, asagidaki Uriinler, AB Yeni Yaklasim direktifleri ve diizenlemeleri kurallara uygun
olarak Uretilmigstir ve Uretilen Urtinlerin 93/42/EEC vicut diginda kullanilan tibbi cihaz gereklerini kargiladigini beyan ederiz.

We declare that, under our own responsibility, the following products are manufactured in compliance with the EU New Approach
directives and regulations and that the products manufactured meet the requirements of the 93/42 / EEC medical device used
outside the body.

Uriin ismi / Product Name

Tek Kullanimlik Cerrahi Maske, Tek Kullanimlik Yiiz Maskesi, Tek Kullanimlik Cerrahi Onliik, Tek Kullanimlik Medikal Onliik, Tek
Kullanimlik Cerrahi Ortii, Tek Kullanimlik Muayene Ortiileri, Tek Kullanimlik Eldiven, Tek Kullanimlik Tulum, Tek Kullanimhk Bone,
Tek Kullanimlik Galos, Slikon Maske, Filtreli Slikon Maske, Koruyucu Gézlilk, Tek Kullanimlik Sedye Ortiisii

Disposable Surgical Mask, Disposable Face Mask, Disposable Surgical Gown, Disposable Medical Gowns, Disposable Surgical
Drape, Disposable Examination Covers, Disposable Gloves, Disposable Overalls, Disposable Bone, Disposable Shoe Covers,
Silicone Mask, Filter Silicon Mask, Protective Goggles, Disposable Stretcher Cover

Uriiniin Markasi / Product Brand
VENEX, VENEXCATH, WOUNDEX

Uriin Tipi / Product Type
TEK KULLANIMLIK / SINGLE USE

Harmonize Standartlar / Harmonised Standards
TS EN ISO 13485:2016, TS EN ISO 9001:2015, TS EN 14683+AC:2019, TS EN 15223-1:2016, TS EN ISO 14971:2020,
TS EN ISO 10993-1:2018

Direktifler / Directives
93/42/EEC Tibbi cihaz yonetmelidi Sinif | — Diger (Steril ve dlgme fonksiyonu olmayan)
93/42/EEC Medical device directive Class | - Other (Sterile and without
AB Yeni Yaklasim Direktifleri / EU New Approach Directives

Sertifika N¢ A No 2020 2490
Sertifika Tar' :
Sertifika Bitig Tafihi /Ce |f|cate Explratlon Date 16.01.2021

Accredited System Certification Approval

IFC Global Sertifikasyon Muayene ve Egitim Hizmetleri Anonim Sirketi
Adalet Mahallesi Manas Bulvari No:39/2203 FolkartTowers Bayrakll/IZMIR

Tel/Faks: 0 850 304 35 00 www.ifcgolbal.com.tr



mailto:kalite@vestatibbi.com.tr

