CERTIFICATE C €
G

DECLARATION OF CONFORMITY

We hereby declare,Manufacturer,Distributor/EU Representative :

MEKITEM MEDIKAL KiMYA TEMIZLIiK DI$ TICARET LIMITED SIRKETI
IHLAMURKUYU MAH. KIRKPINAR SK. NO: 6 A UMRANIYE/ ISTANBUL TURKIYE

In our Delivered Version. we declare that the product described below complies with the essential safety and health requirements of
the Medical Devices Directive 93/42 / EEC, Annex-1 regulations as circulating by us. This declaration will case to be valid if the
product specified below is replaced.

Teslim Edilen Versivonumuzda ayagida agiklanan tirtiniin tarafimiza dolagima sokwldugu seklivie Tibbi Cihazlar Direktifi 93/42/EEC
yanetmeliklerinin ER-1 Temel giivenlik ve saglik gerekliliklerine uygun oldugunu bevan ederiz. Asaguda bilgileri belirtilen uriintin
degistirilmesi halinde bu beyvan gegerliligini yvitirecektir,

Description Of The Product/Product Part :ENVIRONMENTAL RASH KITS AND
ABSORBERS/CEVRESEL DOKUNTU KITLERI VE ABSORBANLAR
Product Type : ABSORBANS

Product Commercial Brand
| Applicable EC Directives

98 / 79 AT VUCUT DISINDA KULLANILAN TANI CIHAZLAR DIREKTIFI
98 / 79 EC IN-VITRO DIAGNOSTIC DEVICES DIRECTIVE

Applicable Harmonised Standards

EN ISO 13485:2016; EN 150 62366-1:2015, EN I1SO 141 16 2004; EN 1SO 14254:2004, EN IS0 15193:2009, EN ISO 15194:2009,
EN ISO 14511:2003, EN 1SO 14971:2019, EN ISO 15223-1:2016, EN 1SO 15223-2:2012, EN 18113-1:2011; EN 18113-2:2011, EN
ISO 18113-3:2011, EN ISO 15193:2009, EN IS0 13612:2002, EN SO 13641:2002, EN IS0 13975:2003, EN 150 14155:2011, EN
1SO 14644-2:2000, EN 1041:2008+A1:2013

Specifications

Classifications : ANNEX IIl, EK Il
Certificate Number : 202017621

: MEKITEM
ificate Issue Date : 03.05.2021

: 03.05.2022
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