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Manufacturer
OXYCARE PREFABRIK MOBIL COZUMLER SANAYi ITHALAT iIHRACAT TICARET LIMITED SIiRKETI

Address {
HEAD OFFICE: BUYUKSEHIR MAH. BEYLIKDUZU CAD. NO: 5 /2 iC KAPI NO:60

BEYLIKDUZU / iSTANBUL / TURKIYE

FACTORY: CERKESLI OSB MAH. IMES-18 CAD. KUCUK SAN. SIT. B9 BLOK NO:9/2

DILOVASI / KOCAELI / TURKIYE

Statement

It has been accepted by the company that the applicable requirements of the (EU) 2017/745 (MDR) Medical Devices
Regulation have been fulfilled and the responsibility has been taken for the products with the following definitions.
The products with the following definitions have been checked that the internal production controls are carried out
by the organization. If there is a change in the product, this declaration will not be accepted and will lose its validity.

Description of Product
HYPERBARIC OXYGEN CABINET

Product Brand

Directive and Regulation
(EU) 2017/745 (MDR) Medical Devices Regulation

Harmonized Standards

EN ISO 13485:2016, EN I1SO 14971:2019, EN 1SO 15223-1:2016, EN 62366-12015/AC 2016-09, EN 1SO 62366-2:2016,
EN ISO 62304/A1:2016, EN I1SO 12100:2014, EN 1SO 60601-1:2015+AMD1:2012+AMD2:2020, EN 1SO 60601-1/A1:2017,
EN ISO 60601-1-2:2016, EN ISO 14931:2006

CERTIFICATE NUMBER: IDS.CE.2023.19142

Certificate Date : 02.05.2023
Validity Date : 02.05.2024

International Documenting System Doo. Authorised by
Budva / Montenegro Vladimir Vuéié SEKULIC
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This certificote was ssued electranicaly and remains the property of 1DS Doo and is baund by the conditions of contract
Printed copy can be valigated an request. To verify the cuthenticity send on e-maoll to mloﬁ-ldmonteneqro.com



