
 

 

EU Medical No. 2017/745 Device Charter 

Suitability Declaration 
 

Manufacturer First Name  
MESPA SAĞLIK TEKNOLOJİLERİ SANAYİ A.Ş. 
 

Manufacturer address  2.Org. San. Böl.83216 Street No:20 Şehitkamil /Gaziantep 

Manufacturer individual 

Identification number 

2667269112593 
 

EUDAMED ID / SRN TR-MF-000031048 

Product group Intensive Care and Nursing Bed 

Product First Name  
MCARE 
 

to the product belonging to 

Descriptive Informations And 

Descriptions  

Attached on the list presented . 

Suitability Evaluation procedure  

 

( Product in the evaluation carried 

out adds marked ) 

 
ANNEX-IV (ANNEX II & 

III) 
Suitability Declaration 

 ANNEX-IX (PART I & III) Quality Management System 

 ANNEX-IX (CHAPTER II) Technical Documentation Deg . 

 EK-X Type Examination 

 ANNEX-XI (PART A) Production Quality Assurance 

 ANNEX-XI (PART B) Product verification 

of the product suitable is other EU 

Legislation / Common 

Specifications / Harmonized 

standards 

MDR(EU)2017/745 and 2017/746, TS 4271, TS EN 60601-2-52 

 

 

 

 

 

 

x 

x 



 

 

 

 

 

 

 

 

 

Mespa Health Technologies Industry. And Trade Anonymous Company as , completely own 

our responsibility under This  declaration in the scope of place area devices (EU) No. 

2017/745 Medical To devices related Europe parliament And council to its statute suitable is 

And This  devices for   in the statute stated your requirements in its place was brought 

declaration We do . 

    

 Signature Date And Location : 12.07.2023 Mespa Health Technologies Industry. And Trade 

Inc.    

Signed by : Mehmet POLAT 

Position  : Management board President   

 

 

 

 

 

 

Catalog/Reference 

Number 

Product 

Name/Description 

Purpose 

of usage 

GMDN 

Code 

EMDN 

Code 

(After 

Activation) 

Class/Classification 

Rule 
Basic UDI-DI 

MCARE 
INTENSIVE CARE 
AND NURSING 
BED 

Hospital 
Bed 

34870 - Bed, 
general 
purpose, 
electric 

  
Class 1 Other 
(Sterile and without 
measuring function) 

869766995MSPBEDCN 
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