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DECLARATION OF CONFORMITY

IN accordance with 93/42/EC Medical Devices Directive of the Council of European Union, whose purpose is providing
conformity of laws, directives and administrative of documents of member countries in respect to Medical Device;

Name and Address of the Company: MEYSA TIBBi CIHAZLAR SAN VE TICA.S.

Tel: +90 352 5013 16 6 Fax: +90 352 503 16 61

Place and Address of Manufacture: OSB. 16.Cad No:73 Melikgazi Kayseri / TURKEY

Applied Directives: 93/42/EC- Medical Devices Directive

Classification and Annex Applied: Product is subject to Medical Devices Directive Class 1. Applied.

Name of Product and Types:

Patient and ICU Beds: PIONEER 4.2 W
Declaration;

Our company manufactures the products stated above in accordance with the requirements of the current EN 980-
1996/A1 (Graphs and Symbols Used on labels) EN 1401 (Information provided with the Product by Manufacturer) ISO
13485:2003 Medical Devices Quality Management System.

Used Standards;

The mentioned products are complying with the requirements of the following standards; EN 60601-1:2006/A1:2013
EN 60601-1-2:2007 EN 60601-1-6:2010, IEC60601-2-38, EN 60601-2-52: 1-2010

The products described above were subjected to initial type experiments by Manufacturer and factory manufacture
control was carried out by regular tests.
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