NVA

QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY

AFG TEKSTiL MEDIKAL TEKNOLOJILERI VE KIMYA SANAYI
TICARET LIMITED SIRKETI

MERKEZ MAH. 709 SOK NO: 11 iC KAPI NO: 21 BAGCILAR / ISTANBUL / TURKEY

Description Of The Product : Medical Face Mask
Uriindn Tanimi Medikal Yiz Maskesi
Product Type / Uriin Tipi : MG501 / Class 1 / TYPE lIR (No Sterile and Measuring Function)

MH501 / Sinif 1 / TiP IIR (Steril ve Olme Fonksiyonu Olmayan)

Product Commercial Brand / Marka : MediGuard

Test Report / Test Raporu : AB-0583-T / 20029421 / 08-20

Last Two Year of CE Marking Affixing : 21
CE isaretinin Vuruldugu Yilin Son Iki Hanesi

Applicable EC Directives : Repeated Official Gazette dated 02.06.2021 and numbered 31499
MDR Medical Device Regulation Regulation (EU) 2017/745
Gegerli AT Direktifleri :02.06.2021 Tarih 31499 Sayili Miikerrer Resmi Gazete

MDR Tibbi Cihaz Yénetmeligi Regulation (EU) 2017/745

Applicable Harmonised Standards : EN 14683:2019+AC:2019, TS EN ISO 14971:2019, EN 1041+A1
Gegerli Uyumlastinimig Standartlar ~ EN 1S0 11737-1:2018, 1SO 22609:2004

In our delivered version, we declare that the product described below complies with the essential safety and health requirements
of the MDR Medical Device Regulation Regulation (EU) 2017/745 as put into circulation by us. This declaration will cease to be
valid if the products specified above is replaced.

Teslim edilen versiyonumuzda yukarida agiklanan driiniin, tarafimizda dolasima sokuldudu sekliyle MDR Tibbi Cihaz Yénetmeligi
Regulation (EU) 2017/745 yénetmeliklerinin temel givenlik ve sadlik gerekiiliklerine uygun oldugunu beyan ederiz. Yukanda
bilgileri belirtilen Griinlerin dedistiriimesi halinde bu beyan gegerliligini yitirecektir.

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Ozellikler

Classifications / Simiflandirma : CLASS-I
Certificate Number / Sertifika Numarasi : NVA-EC-211
Certificate Issue Date / Sertifika Yayin Tarihi : 06.10.202 - /
Certificate Validity Date / Sertifikanin Gegerfilik Tarihi : 06.10.20227 |
Company Official / Firma Yetkilisi \a\
(Authorized Signature and Title) / (Yetkili imza ve Unvan) 7,;

Yukarida tammlanan iiriin gruplan, i¢ dretim kontrollerine bagh olarak kontrol edilmistir,
The product groups described above have been controlled depending on internal production controls.
NVA KALITE TEST OLGOM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. £T1.
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