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

Adres Mansuroglu Mah. Ankara Cad. No:47/410 Bayrakli / lzmir / Tirkiye

Sinif | KURAL1

GMDN Kodu 35177
Uriin Ads Model Oriin Tipi

URON TANIMI 3 katli cerrahi gocuk | full ultrasonik TYPEIR
// e ™

maskesi

Uygunluk Degerlendirme | Ek VII
Rotas| &

/
Yukarida belirtilen driinlerin tibbi cihazlar igin 93/42 / EEC ve 2007/47/EC sayili Konsey Direktifi thﬂmlerme uygun oldugunu beyan ederiz. TUm
destekleyicl dokimanlar Gretici binyesinde saklanlr > n

Kalite sistemi tarafindan getirilen yikimliilikleri yerine getirecegimizi ve kalite sistemini yeterlh)e etkili bir‘sekild/e tutacagimizi beyan ederiz.

Ek X'da belirtilen hikkimler de dahil olmak iizere, liretim sonrasi agamalardaki tihazlardan edinilen deney!mlenn incelenmesi ve gerekli dizeltici
dnlemlerin alinmas! igin uygun araglarin uygulanmast igin sistematik bir prosedard enstitiie alaca‘xmul ve gﬁncel tutacagimizi beyan ederiz. Bir
cihazin 6zelliklerinde ve / veya performansinda herhangl bir anza veya bozulma oldugu takdnrqe TUrkiye ilag ve Tibbi Cihaz Kurumu'nu derhal

bilgilendirecegiz. 5

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 — Requnrements and test method

EN I1SO 13485:2016, EN ISO | Medical devices — Quahty management systems — Requirements for regulatory

13485/AC:2018 purposes ;

| Biological evaluatlon of medlcal devices — Part 1: Evaluation and testing within a risk

EN I1SO 10993-1:2009 .management process

o ) Medical devices — Symbols to be used with medical device labels, labelling and

EN ISO 15223-1:2016' " | information to be supplied — Part 1: General requirements (ISO 15223-1:2016, Corrected
'\ |Version 2017-03) -

EN ISO 14971':12_019 "\ 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)
L VA " | sterilization of medical devices — Microbiological methods — Part 1: Determination of a

EN1SO 11737’152_038 ‘' population of microorganisms on products

EN 1SO 10993-10: 2013
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Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
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