AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

Uretici / Manufacturer
MARKAKALIP PLASTIK MAKINA iITHALAT IHRACAT SANAYI VE TICARET LIMITED $iRKETi

) ) Adres / Adress o ) o
YESILOBA MAHALLESI 46301 SOKAK NO: 4 / E EFER 3 SANAYI SITESI SEYHAN / ADANA / TURKIYE

Telefon / Phone
+90 322 346 71 72

E-mail / Web
www.markamedical.com / markaplasticO1@gmail.com

Beyan / Declaration
Teslim edilen versiyonumuzda asagida tamimlanan iriiniin 93/42/EEC Tibbi Cihaz Yonetmeligi tasarim ve tipine
gore tarafimizca dolasima sokulan uygun temel giivenlik ve saglik sartlarina uygun oldugunu beyan ederiz.
Uriintin degistirilmesi durumunda, tarafimizdan iizerinde anlasmaya varilamayan bu beyan gecerliligini
kaybedecektir.
That the following described product in our delivered version complies with appropriale basic safety and health
requirements of 93/42/EEC Medical Device Directive on its design and type, as brought info circulation by us,
in case of alteration of the product, not agreed upon by us, this declaration will lose its validity.

Uriin ismi- Product Name
LASTIKLI CERRAHI MASKE / ELASTIC SURGICAL MASK
Modeller / Models
Uc Katmanli, Bagcikli / Three-layer, with Ties
Ug Katmanli, Lastikli / Three-layer, with Earloops
Dort Katmanli, Bagcikli / Four-layer, with Ties
Dort Katmanli, Lastikli / Four-layer, with Earloops
Uriin Tipi- Product Type
TEK KULLANIMLIK / DISPOSABLE
Uriiniin Markasi / Product Brand

RKA

Kalip Plastik Mak. ith. Ihr. San. ve Tic. Ltd. Sti.

Direktif ve Yonetmelikler / Directives And Regulations
93/42/EEC Tibbi cihaz yonetmeligi Sinif | -Diger (Steril ve 6lcme fonksiyonu olmayan) /
93/42/EEC Medical device directive Class | - Other (Sterile and without measuring function)
Harmonize Standartlar/ Harmonised Standards:
TS EN 1SO 9001:2015, TS EN I1SO 13485:2016, TS EN 14683+AC:2019, TS EN 149:2001+A1,
TS EN 15223-1, TS EN ISO 14971, TS EN I1SO 10993-10

YETKILI ADI SOYADI / KASE / IMZA
04 /03 /2021
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http://www.markamedical.com/
mailto:markaplastic01@gmail.com

