rilJYAYLA-MED

Tibe Chactar Veoalve Tetouloji (ivder

UYGUNLUK BEYANI

Oretici

Yayla-Med Tibbi Cihazlar Medikal ve Teknolojik Uriinler Tic. Ltd. Sti.

Adres

Mansuroglu Mah, Ankara Cad. No:47/410 Bayrakli / [zmir / Tiirkive

Simif

| KURALL

GMDN Kodu

35177

ORON TANIMI

Oriin Adi Model Oriin Tipi

2 kath tibbi maske full ultrasonik TYPE!

2 kath tibbi maske yari ultrasonik kulak lastikleri dikigli TYPE!

3 kath cerrahi maske | full ultrasonik o TYPE IIR

3 kath cerrahi maske | yari ultrasonik kulak lastikleri dikigli TYPEIIR

Uygunluk Degerlendirme
Rotasi

Ek VIl

Yukarida belirtilen diriinlerin tibbi cihazlar igin 93/42 / EEC ve 2007/47/EC sayili Konsey Direktifi hilkiimlerine uygun oldugunu beyan ederiz. Tim

destekleyici dokiimanlar reticl binyesinde saklanir.

Kalite sistemi tarafindan getirilen yiikUmliliikleri yerine getirecegimizi ve kalite sisteminl yeterli ve etkili bir sekilde tutacagimizi beyan ederiz.

Ek X'da belirtilen hiikiimler de dahil olmak iizere, Uretim sonrasi agamalardaki cihazlardan edinilen deneyimlerin incelenmesi ve gerekli diizeltici
dnlemlerin alinmasi igin uygun araglarin uygulanmastigin sistematik bir prosediirii enstitie alacagimizi ve giincel tutacagimiz beyan ederiz. Bir cihazin
ézelliklerinde ve / veya performansinda herhangi bir ariza veya bozulma oldugu takdirde Tiirkiye llag ve Tibbi Cihaz Kurumu'nu derhal bilgilendireceglz.

UYGULAMALI STANDARTLAR

STANDART NO

STANDART TANIMI

EN 1041:2008+A1:2013

Information supplied by the manufacturer of
medical devices ’

TS EN 14683:2019+AC

Medical face masks — Requirements and test method

EN 1SO 13485:2016, EN
1SO 13485/AC:2018

Medical devices — Quality management systems — Requirements for regulatory purposes

EN ISO 10993-1:2009

Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

EN 1SO 15223-1:2016

Medical devices — Symbols to be used with medical device labels, labelling and information
to be supplied — Part 1: General requirements (ISO 15223-1:2016, Corrected version 2017-

03)

EN1SO 14571:2019

Medical devices — Application of risk management to medical devices

EN 1SO 10993-5:2009

Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity (ISO 10993- 5:2009)

ENISO 11737-1:2018

Sterilization of medical devices — Microbiological methods — Part 1: Determination of a population
of microorganisms on products

ENISO 10993-10: 2013

Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization

Tarih, Yer

20 Ekim 2020, IZMIR, Tiirkive

Yetkili Imza

Yusuf YAYLA
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