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UYGUNLUK BEYANI :
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UYGUNLUK BEYANI
DECLARATION OF CONFORMITY

Uretici Adi / Manufacturer Name : TOTAL ith. ihr. ve Paz. Ltd. Sti.

Adres / Adress : Cali Sanayi Bolgesi,Karaali Mh.Eflatun Cadde No:18 Niltfer BURSA/ TURKEY
Telefon / Phone number 1 +90 224 482 40 36

Fax : +90 224 482 40 37

Website: : info@interset.com.tr

Uriin Adi / Product Name : SURGICAL GOWN SET (M-L) (NON STERILE/CLASS 1)

NON STERIL TEK KULLANIMLIK CERRAHI ORTU SETLERiI /NON STERILE SINGLE USE SURGICAL DRAPE SETS

Uriin Modelleri / Product Models : Bknz. Ek | / See Annex |

Uriin Sinifi / Product Class : 93/42/AT Tibbi Cihaz Direktifi- EK IX, Kural 1 SINIF |
93/42/EEC Medical Device Directive Annex IX, Rule 1 Class |

Product Description

SURGICAL GOWN SET (Medium/Large)

Standard Surgical Gown | Surgical Mask Nitrile Gloves Surgical Gown

Bu deklerasyon, Tibbi Cihaz Direktifi 93/42 EEC Ek VIl ile uyumlu olarak hazirlanmistir.

This declaration is made in accordance with Annex VIl of the Medical Devices Directive 93/42 EEC

Biz, Tibbi Cihazlar Direktifi 93/42 EEC (2007/47/EC) Ek VII maddelerine uygun olarak asagida belirtilen
tirtinler i¢in butin sorumlulugu iistlenir ve iiriiniin asagida belirtilen standartlara ya da diger diizenleyici
mevzuatlara uyacagimizi beyan ederiz.

We, Declare under our sole responsibility that the product

below to which this declaration relates are in conformity with

the following 5t"ﬁfé‘i’{a‘i’@sigﬁe(?ﬂé!%h(ﬁgéé’é’ﬁ?[% laws g%" ' a"" provisions of Medical Device Directive 93/42 EEC
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Uriin Omrii / Product Life: 5 yil / 5 year

Bu belge ile yukarida bahsi gegen uriiniin 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.

Uygulanan Standartlar / Standards Applied : EN I1SO 13485:2016, MDD 93/42/AT,

EN 556-1:2001,EN ISO 11135-1:2007, EN I1SO 11138-2:2009, EN 1SO 11140-1:2009,

EN ISO 11607-1:2009,EN ISO 11607-2:2006, EN ISO 11737-1:2018, EN ISO 11737-2:2010,

EN ISO 14971:2019 EN ISO 15223-1:2016, EN 1041:2008, EN ISO 62366:2008,

EN ISO 10993-1:2009, EN ISO 10993-5:2009, EN 1SO 10993—-10:2013,EN ISO 10993-12:2012,
EN ISO 10993-7:2008

imzalandigi Yer, Tarih/ Place of Issue Date : Bursa, 09.01.2021

TUNCA BILIC
Genel Midiir (General Manager)

/ ||v
’

'~ N
: LA} ey

b I
\=27 00
XS

2/2



		2021-06-25T11:30:43+0300
	Moldova
	MoldSign Signature




