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CERRAHI ALETLER A S.
SURGICAL INSTRUMENTS CO., INC

IMALATCI UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

Tam Kalite Guivence Sistemi
Full Quality Assurance Procedure

No: TD05-02-010 / 20210317-009

Samsun 05.2021
imalag! Aygun Cerrahi Aletler San. ve Tic. A.$
Manufacturer Aygin Surgical Instruments Co., Inc
nalatg) Anres) Kerimbeyosb Mahallesi Yasardogu Cad. No:76 TEKKEKOY, SAMSUN, TURKIYE
Manufacturer's Adress
Tibbi Cihaz Uriin Adi Elektrikli ve Bataryali Cerrahi Motor Sistemi
Medical Device Product Name Surgical Motor Systems Electrical and Battery Operated
Model Adi Model No
' -2

Model Name Karinca 208 (see Annex | for the accessories) Model No M206-200
g;mﬂi:.gd;??] Ek IX Kural 9'a gore Sinif l1A

AssIEato Enclosure IX rufe 9, Class {IA

Onaylanmig Kurulus
Notified Body
Ad Kiwa Belgelendirme Hizmetleri A.$
Na:ne Kiwa Certification Services inc
Adres . : B
ITOSB 9. Cadde No:15 Tepeoren Tuzla, Istanbul, TURKIYE

Adress

Onaylanmig Kurulug Numarasi

Notified Body No Rk

Evrensel Tibbi Cihaz Isimlendirmesi
Global Medical Device Nomenclature

Kod Code Kod Karsihgi Code Term

[58187] Cok amacli sarj edilebilir bataryali / elektrikli cerrahi matkap sistem
Multi-Purpose Rechargeable Battery/Line-Powered Surgical Drilling System Handpiece

[58188] Sarj edilebilir bataryali / elektrikli cerrahi testere sistemi el pargasi

Rechargeable Battery/Line-Powered Surgical Saw System
Sinif lla tibbi cihazinin, Konsey direktifi 93/42/AT (2007/47/AT) hikumlerine uygun tamamen imalatgi sorumlulugunda oldugunu bildiririz, Tam kalite
Yonetim prosedurlerinin temel ilkelerinin uygulanabilir hiikiimlerine uygun oldugunu, siniflandirma kurallarina, her bir agamada cihazin
tasarimindan son kontrol oncesine kadar temin edilen her trli tibbi cihaza uygulanacagini beyan ederiz. Tibbi cihazlar AT direktifinin Ek 1
maddesinin temel gerekliliklerine uygundur. Uygunluk degerlendirme proseduru AT direktifinin Ek Il (sinif lla) maddesine bagh olarak
gergeklestiriimistir.

We declare under our sole responsibility, that the medical device of class lia, to which this declaration relates are in conformity with the provisions
of the Councif Directive 93/42/EEC (2007/47/EC). Each kind of medical device to which the Full Quality Assurance Procedures have been applied
complies with the applicable provisions of the essential principles, the classification rules, at each stage, from the design of the device until its final
inspection before being supplied. The medical devices are in conformily with the essential requirements of Annex | of the EEC directive. The
conformity assessment procedure was performed accoraing to Annex !l (class lia) of the EEC directive.

Uygulanan Standartlar ve Direktifler
Standards and Directives Applied

_ e ENGOBO1- _ o
e [SO17664:2017 1-2006/A1:2013 e EN60601-1-2:2015

EN 60601-1-
6:2010+A1,2015

o ENISO 15223-1:2016 e ENISO 14971:2012 e ENB2366-1:2015 e EN1041+A1:2014
e ENISO 10993-1:2018 e ENISO 10993-5:2009 e ENISO 10993-10:2009 o |EC62304:2006
Yetkili limzasi: CE Sert?f!kasl (M.3608.10)
Authorized Signatory CE Certificate (M.3608.10)
i ilk Yayim Tarihi 05 Temmuz 2011
Engin BASOGLU i ;-f‘j,f"'f Tarih: 17.05.2021 Date of First Issue 05 July 2011
Kalite Yonetim Miduri-———~~" - Date Son Yayim Tarihi 17 Mayis 2021
Quality Assuran (o M !"-“ e = ~ Date of Last Issue 17 May 2021
' e B i Son Gegerlilik Tarihi 27 May 2024
nay : s Cad. No: 76 Expiry Date 27 May 2024
S DD-01R(02) 25.07.2018
Dl gy il e O 19-48 Ticaret Sicil No: 14- Fabrika / Factory
RFETarR(D” 0120 04 33800018 Oda Sicil No: 24/1 AYGUN CERRAHI ALETLER SAN. VE TIC. AS.
19 Mayis Vergi Dairesi: 120 010 9338 Adres: Organize Sanayl Bolgesi. Yagardogu Cad. Kerimbey O5B Mh. No: /
55330, Tekkekoy / Samsun / TURKIYE
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