Uretici Manufacturer: NINOVA NOROTEKNOLOJi ARASTIRMA GELISTIRME SAN.VE TiC.LTD.STi.
Adres /Address: KONAK MAH. UNIVERSITE BLV. 127 1 SAHINBEY/ GAZIANTEP/ TURKIYE
Telefon / Phone: +90 342 336 36 20
Email : info@ninova.io

URUN iSMi VE TiPLERi / PRODUCT NAME AND TYPES
KORUYUCU ONLUK / PROTECTIVE GOWN -CERRAHI ONLUK (TEK KULLANIMLIK) / SURGICAL GOWN/DISPOSABLE) HASTA
ONLUGU / PATIENT GOWN - ZIYARETCI ONLUGU / VISITOR APRON -BOX ONLOGO/BOX APRON - AMELIYAT ONLOGU /
SURGICAL GOWN- DOKTOR ONLUGU/DOCTOR GOWN CERRAHI ONLUK / SURGICAL GOWN

BEYAN/STATEMENT
Burada, AB tarafindan siniflandirilan Uretici,Dagitici ve Temsilci olarak kendi sorumlulugumuzun altinda, yukarida ismi ve
modeli gegen Uriinlerin, 93/42/EEC Tibbi Cihaz Direktifi ve yonetmeliklerine ve EK-1 Temel Gereklere uygun olarak gerektigini
beyan ederiz.

Here, we declare that the products listed above are manufactured under our own responsibility as a
Manufacturer,Distributor / Representative by the EU, in accordance with the 93/42/EEC Medical Device Directive and
regulations.

URUNUN MARKASI / PRODUCT BRAND

Y
NINOVAYR

DIiREKTiF VE YONETMELIKLER / DIRECTIVES AND REGULATIONS
93/42/EEC Tibbi Cihaz Direktifi / 93/42/EEC Medical Device Directive

HARMONIZE STANDARTLAR / HARMONIZED STANDARDS

93/42/EEC- Tibbi Cihaz Yonetmeligi SINIF | (Steril Olmayan) Medical Devices Regulation / Class | (Non Sterile)
TS EN 13795-1 Cerrahi Giysiler Ve Ortiiler - Gereklilikler Ve Deney Yéntemleri - Boliim 1: Cerrahi Ortiiler Ve Onliikler
Surgical Clothing And Drapes - Requirement And Test Methods - Part 1: Surgical Drapes And Gowns
TS EN 14126 Protective clothing - Performance requirements and tests methods for
protective clothing against infective agents
TS EN ISO 13485 Tibbi Cihazlar - Kalite Yonetim Sistemleri - Diizenleyici Amaglar igin Gereklilikler
Medical Devices - Quality Management Systems - Requirements For Regulatory Purposes
TS EN 1SO 15223-1 Tibbi Cihazlar - Tibbi Cihaz Etiketlerinde. Etiketlemede ve Sunulacak Bilgide Kullanlacak Semboller - B&lim

1: Genel Gerekler / Medical Devices - Symbols To Be Used With Medical Device Labels, Labeling And Information To Be
Supplied - Part 1:General Requirements

TS EN 1041+A1 Tibbi Cihaz imalatgilari Tarafindan Saglanan Bilgiler / Information Supplied By The Manufacturer Of Medical

Sertifika Tarihi /Certificate Date: 22.05.2020
Sertifika Bitis Tarihi /Certificate Expiration Date: 22.05.2021

Accredited System Certification Approval
GENEL MUDUR
HALIL AHMET YAMAN



mailto:info@ninova.io
mailto:info@ninova.io

