iNSPITAL

AT UYGUNLUK BEYANI
EC Declaration of Conformity

Bu Urilnlerin Tibbi Cihazlar Yonetmeliginin (MDD 93-42 EEC) son yayimlanan gereksinimlerine gére
uretilip kontrol edildigini "INSPITAL" markasina ait olarak tamamen kendi sorumlulugumuz altinda
oldugunu beyan ederiz. /We declare that, these products which belong to "INSPITAL” brand are
completely under our responsibility also producted and checked according to the requirements of latest
revision of MDD 93-42 ECC.

Uretici firma / Manufacturer: INSPITAL MEDIKAL TEKNOLOJI ANONIM SIRKETI
Karaoglan mah. Kiimeevler cad. No:745
Adres /Address: o
Golbasi / Ankara TURKIYE

Tel / Phone: +90312 61902 22

Faks / Fax: 49031261902 25

E-Mail: info@inspital.com

Web: www.inspital.com

Uriin Adi / Product Name: Ameliyat Masasi / Operating Table
Uriin Markasi /Product Brand: ~ INSPITAL

Uriiniin Modeli /Model of the

0T80.10 — Ameliyat Masasi Hidrolik
Product: 0T80.10 - Operating Table Hydraulic

0T80.10V — Ameliyat Masas! Hidrolik Visko yatak
0T80.10V — Operating Table Hydraulic Visco Bed

0T80.15 — Ameliyat Masasi Elektrohidrolik Bariatrik
0T80.15 — Operating Table Electrohydraulic Bariatric

0T80.15K — Ameliyat Masasi Elektrohidrolik Bariatrik Bébrek Cerrahi
OT80.15K — Operating Table Electrohydraulic Bariatric Kidney Surgery

0T80.15S - Ameliyat Masasi Elektrohidrolik Bariatrik Paslanmaz Govde
0T80.15S — Operating Table Electrohydraulic Bariatric Stainless Steel

0T80.20 — Ameliyat Masasi Elektrohidrolik
0T80.20 — Operating Table Electrohydraulic

0T80.20V — Ameliyat Masasi Elektrohidrolik Visko Yatak
0T80.20V — Operating Table Electrohydraulic Visco Bed
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Uygulanan Standartlar/

Applicable Harmonized Standards:

Uygunluk Degerlendirme Yolu:
Conformity Assessment Route :

Uriin Sinifi:
Class of Product:

GMDN Kodu / GMDN Code:

CE isareti Baglangig Tarihi /

Initial Date of CE Marking:
Yer ve Yayin Tarihi/

Place and Date of Issue :
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0T80.20VK — Ameliyat Masasi Elektrohidrolik Visko Bobrek Cerrahi
OT80.20VK — Operating Table Electrohydraulic Visco Kidney Surgery

0T80.20S — Ameliyat Masasi Elektrohidrolik Paslanmaz Gévde
0T80.20S — Operating Table Electrohydraulic Stainless Steel

0T80.20VS - Ameliyat Masasi Elektrohidrolik Visko Paslanmaz Gévde
0T80.20VS — Operating Table Electrohydraulic Visco Stainless Steel

0T80.25 - Ameliyat Masasi Elektrohidrolik
0T80.25 - Operating Table Electrohydraulic

0T80.25V — Ameliyat Masasi Elektrohidrolik Visco Bed
0T80.25V — Operating Table Electrohydraulic Visco Bed

0T80.25K - Ameliyat Masasi Elektrohidrolik Bobrek Cerrahi
0T80.25K — Operating Table Electrohydraulic Kidney Surgery

0T80.25VK — Ameliyat Masasi Elektrohidrolik Visko Bobrek Cerrahi
0T80.25VK — Operating Table Electrohydraulic Visco Kidney Surgery

TS EN 1SO 15223-1:2015 TS EN 60601-2-46:2012
TS EN ISO 13485:2016 TS EN 60601-1:2006

TS EN ISO 14971:2012 TS EN 60601-1-2:2016
TS EN 1041+A1:2014 TS EN 60601-1-6:2010
MDD (93/42/EEC) EK 7

MDD (93/42/EEC) ANNEX 7

EK 9, KURAL 12’ye gore Sinif |
Annex 9, Rule 12, Class |
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