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CERTIFICATE of CONFORMITY

APPLICANT . Optium Medikal Ltd.Sti.
Kdrkiin Mah. Hidayet Cad. No:23 OGUZELI GAZIANTEP TURKEY

MANUFACTURER : Optium Medikal Ltd.Sti.

Kéirkiin Mah. Hidayet Cad. No:23 OGUZEL] GAZIANTEP TURKEY
Trade mark - OPTIUM

Product Name -
IN 45 Electronic ICU Bed, Column Motors
IN 44 Electronic ICU Bed, Columnar Motors
IN 43 Electronic ICU Bed, 4 Motors

IN 42 Efectronic ICU Bed, 4 Motors

IN 41 Electronic ICU and Patient Care Bed, 4 Motors
IN 32 Electronic Patient Bed, 3 Motors
IN 22 Electronic Patient Bed, 2 Motors

IN 12 Electronic Patient Bed, Dual Motors
T1 46 Electronic ICU Bed, Column Motars

11 44 Electronic ICU Bed, Column Motors

11 42 Electronic ICU Bed, 4 Motors

Tl 32 Electronic Patient Bed, 3 Motors
Tl 22 Electronic Patient Bed, 2 Motors

FU 43 Electronic ICU Bed, 4 Motors
FU 42 Electronic ICU Bed, 4 Motors
FU 32 Electronic Patient Bed, 3 Motors
FU 22 Electronic Patient Bed, 2 Motors
PE 47 Pediatric ICU Bed, 4 Motors
PE 32 Pediatric Ward Bed, 3 Motors
PE 22 Pediatric Ward Bed, 2 Motors

Product Classification . Class / nonsterile, without measuring function

T1 41 Electronic ICU and Patient Care Bed, 4 Motors

FU 45 Electronic ICU Bed, Column Motors

PF 32 Aluminum Pediatric Ward Bed, 3 Mo

Applied Standard(s) : /SO 74971:2019, EN 60601-1, EN 60601-2-38, EN 60601-2-52:2010

Applied Directive(s) : 93/42/EEC Medical Device Directive

This certificate has been issued according to the voluntary application of the manufacturer. This certificate is valid only for the

responsible to take all necessary actions before affixing CE mark on the product(s).

the product complies with the essential requirements listed above EU Directive(s) and standard

J

Inspect Uluslararast Belgelendirme ve Gozetim Hizmetleri Tic. Lid. §ti. / TURKEY
Sertifikanin gecerliligi gizetim denetimlerinin basariyla gerceklestirilmesine baghdir:
Sertifikamin geceriilik durumu web sitemizden incelenebilir. (www.inspect.com.ir)
Belge periyodu 3 yildir.

product(s) in above mentioned. This certificate confirms that the decleration of conformity which is prepared by manufacturer is
available. It's manufacturer’s sole responsibility to meet all the neccessary conformity assessment activities according to
93/42/EEC Medical Devices Directive and related standards or the mentioned product(s) before placing them on the market.

It is the manucturer’s responsibility to comply a full technical file according to Annex VIl of 93/42/EEC and the manufacturer is the

The technical file and test results of the above product have been checked and found in compliance with the above standards.
This paper shows that this product has conformity with the related standard(s). The refrered technical document(s) shows that

Date of issue of this cerlificate : 09.02.2021
Expiry date : 08.02.2024
Certificate Number: 20.12.321-CE
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