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UE DECLARATION OF CONFORMITY 
 

Date of issue:  6th February 2023 
Manufacturer:  Enbio Technology Sp. z o. o.  

Działkowców 15 Street 
84-230 Rumia, Poland 
ID/SRN: PL-MF-000024063 

declares under its sole responsibility that medical devices: 
SMALL STEAM STERILIZERS, REF: 

 Enbio S 
 Enbio PRO 

Basic UDI-DI code: 5904165sterylizatoryE2 
Product risk class: IIa 
EMDN code: Z12011305  
Having the intended purpose: sterilization of medical devices with moist heat, complies with the content of 
Regulation (EU) 2017/745 of the European Parliament and of the Council of April 5, 2017 on medical devices 
and the Act of April 7, 2022 on medical devices (Journal of Laws 2022 item 974). Conformity assessment was 
carried out in accordance with Annex IX of the above-mentioned Regulation. 
 
The following standards were used in the conformity assessment: 

 PN-EN ISO 13485 
 PN-EN ISO 14971 
 PN-EN 13060 
 PN-EN 61010-1 
 PN-EN IEC 61010-2-040 
 PN-EN IEC 61326-1 
 PN-EN ISO 17665-1 

 

The following Notified Body No. 2274 participated in the conformity assessment process:  

TUV Nord Polska Sp. z o.o. 

A. Mickiewicza 29 Street 

40-085 Katowice, Poland 

Identification of the issued certificate: TNP/MDR/0007/4332/2023 
 
Place and date of the 
declaration: 

 
 
Rumia, 6th February 2023 

 
 
 
Name and surname and 
position of the person issuing 
the declaration: 

 
 
 
 
 
___________________________________ 
Marek Krajczyński – Chairman of the Board 
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