ISO 5011

Inlet air deaning equipment for internal combustion engines and

== Sulner

compressors- Performance testing Declaration of Conformity

Company Name : Simer Uluslararasi Sanayi ve Ticaret A.S.
Company Address  : Baskent Organize Sanayi Bolgesi,

Baskent Bulvari No:81 Malikéy, Sincan Ankara-TURKIYE

Tel / Fax :+90.312.503 0821 / +90.312.394 6195

Web / E-Mail s www.sumerinc.com / sumer@sumeras.com

Product : Medical Oxygen Production and Storage System

Classification : MDD 93/42/EEC — 2007/47/EC — Annex.ll Article.3 — Annex.IX, Rule 15,
Class llb

EC Certificate No : 2195-MED-1230801

Validity £ 26.05.2024

We undertake that “Oxygen Production and Storage System” specified in the attached list

conform the requirements of 1SO 5011 Inlet air cleaning equipment for internal combustion

engines and compressors- Performance testing as valid from 07/04/2020. This Declaration of

Conformity is valid up to 26.05.2024.

&) SZUTEST

Notified Body

Registry No 2195 _ _ _ .

Name : SZUTEST TEKNIK KONTROL VE BELGELENDIRME HIZMETLERI
TIC.LTD: STL

Address : : SZUTEST Plaza Tathisu Mahallesi, Akif inan Sk. No:1, 34774
Umraniye/Istanbul

Tel : +90.216.469 46 66

Fax : 4+90.216.469 46 67

ULUSLARARASI sm?vluj éﬂ ANONIM SIRKETI

Baskent OSH Baghest Bfyan No: 81
Malikoy SCMIKARA
Tel: 0312 334 61 P31z 304 6198
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Attached List

ISO 5011

Inlet air cleaning equipment for internal combustion engines and

compressors- Performance testing Dedaration of Conformity

DIRECTIVE CE CLASSIFICATION OXYGEN PRODUCTION AND STORAGE SYSTEM

EC Directive

MDD 93/42/EEC — 2007/47/EC — Annex.ll Article.3 — Annex.IX, Rule 15, Class lib

Brand Model Type

Volume

Medical
Device
Class

GMDN
Code

SUMER | OXYFRESH

30L,50L,70L,100L,150L,200L, 250 L, 300 L, 400 L, 36271 b
500L,600L, 750 L, 1000 L, 1250 L, 1500 L, 1800 L, 2400 L

Declaration
Date

20/05/2021

Revision 1

C€2195
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