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&5 AT Uygunluk Beyani e
¢ D ¢ D
x'} Manufacturer MED Birlesim Medikal Sanayi Ticaret Limited Sirketi c € {x\
& Uretici &2
¢ 9 Address Perpa is Merkezi B Blok Kat:5 No:155 Okmeydani istanbul ¢ R4
X 5%
% Adres o2
.. Name of Product PSA type Oxygen Generators and Producing Systems &3
€@ Uriin Adi PSA tipi Oksijen Jeneratérleri ve Uretim Sistemleri ¢ >
'x; Classification Class lib Rule 11 (Sinif lib Kural 11) {K,
.1 Siniflandirma D)
< % Product Model 02 Generating ( 30 m3/h - 500LPM ) System ¢ >
; ’i‘*;i Uriin Modeli Oksijen Uretim (30 m3/h - 500 Lt/dk ) Sistemi {11
, “:;tf To which this declaration relates is in conformity with the following directives(s) or other normative *x‘
¢ < document(s) %

(%! Bu Uriinler hakkindaki beyanimizin asagidaki direktif(lere) veya 6rnek olusturan belge(lere) uygun

© 2 oldugu hakkindadir.

{x" European Medical Device Directive 93/42/EEC with 2007/47/EC Annex I1.3

i t&: 93/42/EEC Tibbi Cihazlar Yonetmeligi ve 2007/47/EC Tadilat Yonetmeligine gore Tanimlama, Sinif ve

¢ & Kural Ek 1.3

s =x¥«'§ Applicable Standards ( Uygulanan standartlar ) EN 737-1, EN ISO 7396-1:2007+A2:2010, EN ISO

f P 11197, I1SO 14971:2010, ISO 15223-1, HTM 02-01, EN 980:2008, BS 5682, ISO 8573-1, I1SO 8573-2,
"z“”;' ISO 8573-4, 1S0O 5011, ISO 21969, ISO 15001

f,,’ This declaration certifies the compliance with the indicated regulations, it doesn’t guaranties

{ X »» attributes. Pay attention to the security advices of the relevant product information.

&2 Bu beyan, belirtilen diizenlemelere uygunlugu belgeler, nitelikleri garanti etmez. ilgili Gran

© 7 bilgilerindeki giivenlik tavsiyelerine dikkat ediniz.

‘z’ * By altering the devices without approval the declaration would invalidate.

{10 Onayimiz olmadan, Cihaz tizerinde degisiklik yapildiginda bu beyan gecerli degildir.

¢ D
«%<! Certification Number 1984-MDD-20-711

<5 * Beyan numarasi
X
"f‘;' GMDN Code 37512 - 37544 - 37694 - 40911 - 42510 - 47851
< . GMDN Kodu
:?‘i‘r':‘
€ 9 Place and date of issue Istanbul - 11/08/2021

% Yer ve yayin tarihi
<5

i ,x;.‘;, 2 = = .
« . Representative for conformity Ramazan Alabas (Quality Management Representative)
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) g’ Signature

o Imza
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PecierilB. Blok Kat:5 T:0212 2202122
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tgnature ¢lani Istanbul info@medbirlesim.com

Location: Moldova
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