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sayTexmen AT UYGUNLUK BEYANI

EC DECLERATION OF CONFORMITY

URETIci

MANUEACTURER Saytek Medikal ve Plastik Sanayi Ticaret Anonim Sirketi

Haci Abdullahoglu Cad. (1. Cad.) 1395. Sok. No:9
ADRES _ Balgat/Ankara/Turkiye
ADDRESS " T:4903124735454 /F:+90312473 1054
saytek@saytekmed.com

URUN ADI _ Tip lIR Tibbi Yiiz Maskesi
PRODUCT NAME " Type lIR Medical Face Mask

URUN MODELI _ SAYTEK Ug Katmanl Lastikli
PRODUCT MODEL " SAYTEK Three-Layer With Earloops

URUN SINIFI _ Sinif I, Ek-9’a gére, 93/42/EEC Konsey Direktifi
PRODUCT CLASS " Class I, under Annex IX, Council Directive 93/42/EEC

GMDN KODU 35177 - Maske, cerrahi, tek kullanimlik
GMDN CODE " 35177 - Surgical face mask, single-use

UYGUNLUK DEGERLENDIRME
ROTASI
CONFORMITY ASSESSMENT ROUTE

Ek VIl, 93/42/EEC Konsey Direktifi
Annex VII, Council Directive 93/42/EEC

EN ISO 13485, EN 14971, EN ISO 15223-1, EN ISO 1041,
EN 14683, EN 1SO 10993-23, EN I1SO 10993-10,
EN 1SO 10993-5

UYGULANAN STANDARTLAR
STANDARDS APPLIED

Bu belge ile yukarida bahsi gecen tiriiniin Tibbi Cihazlar Yonetmeligi’ne 93/42/AT uygun oldugu beyan
edilir. Bu beyani destekleyici biitiin dokiimanlar firmamiz arsivinde muhafaza edilir.

We hereby declare that the above-mentioned products meet the provisions of the Council Directive
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the
manufacturer.

Place and Date of Issue: Ankara, 30/01/2023
Date of Expiration: 29/01/2027

SAYTEX MED
Ofuztat Mah 125§ C
Tedafon (0312 :

Hibt Vergi DYes !

Ozer Yildirim, Genel Miidiir / General Manager,
Saytek Medikal ve Plastik San. Tic. A.S.




