NVA

QUALITY CERTIFICATION

Attestation of Conformity

This Certificate of Compliance states the below mentioned MANUFACTURER’S
Bu Uyumluluk Sertifikasi asagida adi gecen URETICi’nin

Afg Tekstil Ve Koruyucu Donanim Sanayi Ticaret Limited Sirketi
Adress: Merkez Mah. 709. Sok. No: 11/21 Bagcilar / ISTANBUL / TURKEY
listed products’s / listeli Griinleri igin

Medical Face Masks
Brand Name: Mediguard
Model: MG501
Type lIR

are tested according to the following initial type tests by the manufacturer / tiretici tarafindan agagidaki
ilk tip testlerine gore test edilir,

EN 14683:2019+AC:2019

are in conformance with following regulations / asagidaki mevzuatla uyumlulugu
MEDICAL DEVICES DIRECTIVE 93/42/EEC / TiBBI CIHAZLAR DIREKTIFi 93/42/EEC
It is defined in the Test Report No: AB-0583-T / 20029421 / 08-20 nolu Test Raporunda tanimlanmistir.

Has evaluated production, design, intended use, risk evaluation according to safety purpose, product itself and add-on
components(if exists) and product technical drawing of the medical face masks manufactured and designed for use during the
medical operations or similar medical situations with same requirements which require restriction of infectious materials to be
spread to patients. / Tibbi operasyonlar veya benzeri tibbi durumlar sirasinda kullaniimak lzere Uretilen ve tasarlanan tibbi yiz
maskelerinin Uretimini, tasarimini, kullanim amacini, giivenlik amacina gére risk degerlendirmesini, Uriinin kendisini ve (varsa) ek
bilesenlerini ve driin teknik resimlerini degerlendirmistir. Hastalara yayllmak Gzere bulasici malzemelerin kisitlanmasini gerektiren
ayni gereklilikler.

With this certificate, it is approved that the product fulfils all essential regirements and yje related rules of 93/42/eec Medical
Devices Directive (MDD) Class | are applied. The information on the packaging for the above listed products covers the necessary
information stated in Annex |, 13, of the Medical Devices Directive (93/42/EEC) or Annex 1, 23, of the Medical Device Regulation (EU)
2017/745. This information includes; reference to EN 14683 standard, type of mask (as indicated in Table 1) and other relevant
information given in EN I1SO 15223-1:2016 and EN 1041:2008+A1:2013. It is considered to suitable to attach a CE mark, as seen
below, on your products in accordance with the information given in this cerificate with publishing an EU Declaration of Conformity.
/ Bu sertifika ile GirGiniin tim temel gereksinimleri karsiladigi onaylanmakta ve 93/42/eec Tibbi Cihazlar Direktifi (MDD) Sinif I'in ilgili
kurallarinin uygulanmas: saglanmaktadir. Yukarida listelenen {rlinler igin ambalaj bilgileri, Tibbi Cihazlar Direktifi (93/42/EEC) Ek |,
13'te veya Tibbi Cihaz Yénetmeligi (AB) 2017/745 Ek 1, 23'te belirtilen gerekli bilgileri kapsar. . Bu bilgiler; EN 14683 standardina,
maske tipine (Tablo I'de belirtildigi gibi) ve EN ISO 15223-1:2016 ve EN 1041:2008+A1:2013'te verilen diger ilgili bilgilere referans. AB
Uygunluk Beyani yayimlanarak bu sertifikada verilen bilgiler dogrultusunda Uriinlerinize agagida gorUldUgy gibi CE isareti iligtirilmesi
uygun gordlmektedir.

Sertifika Numaras: / Certificate Number : NVA-21100801¢, ™
ilk Yayin Tarihi / Certificate Issue Date : 08.10.2021 .5
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 08.10.2022.%/
Sertifika Periyodu / Certificate Period : 1Yil/ 1 Year |
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NVA denetim yiriitiilmesinde gerekli itina ve yetkinlik géstermesine ragmen biyiik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin
miilkiyet hakki NVA aittir ve istenildiginde iade edilmelidir.

NVA control the conduct of standards. Although due care and competence, including gross negligence will not accept responsibility. This document
or proprietary rights owned by NVA and must be returned upon request.

NVA KALITE TEST OLCUM HIZMETLERI EGITIM VE BELGELENDIRME TiC. LTD. $Ti.
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