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Komorniki, 17 February 2026 

 

STATEMENT 

Noex Sp. z o.o. Sp. J., with its registered office at ul. Fabianowska 119-121, 62-052 Komorniki, Poland  

(hereinafter referred to as the "Manufacturer"), hereby declares that the in vitro diagnostic medical devices 

manufactured by the Manufacturer include the following devices: 

Class A and Class A sterile, classified in accordance with Regulation (EU) 2017/746 of the European 

Parliament and of the Council of 5 April 2017 (IVDR). 

Class A devices are directly subject to the requirements of Regulation (EU) 2017/746 from 26 May 2022 and are 

not covered by the transitional provisions set out in Article 110 of that Regulation. 

With regard to sterile Class A devices, the transitional provisions set out in Article 110 of Regulation (EU) 

2017/746, as amended by Regulation (EU) 2024/1860, apply. The manufacturer has assessed the conformity of 

these devices with the requirements applicable at the time of their placing on the market and has drawn up 

declarations of conformity in accordance with the applicable provisions. 

In accordance with the transitional provisions, sterile class A devices may continue to be placed on the market or 

put into service until 31 December 2029, provided that the applicable regulatory requirements are met, in 

particular: 

• maintaining compliance with the provisions in force prior to the application of the IVDR; 

• no significant changes to the design or intended use; 

• no unacceptable risk to the health and safety of patients, users or other persons; 

• implementation of a quality management system in accordance with the requirements of the IVDR; 

• completion of the further conformity assessment procedure in accordance with the deadlines set out  

in Regulation (EU) 2017/746 and Regulation (EU) 2024/1860, to the extent  

applicable. 

 



 

 

 

The manufacturer confirms that: 

1. The devices comply with the applicable regulatory requirements; 

2. No significant changes have been made to the design or intended use of the devices; 

3. The devices do not pose an unacceptable risk to the health and safety of patients, users or other 

persons; 

4. The manufacturer has implemented and maintains a quality management system in accordance with ISO 

13485:2016. 

The manufacturer's quality management system has been certified by an independent conformity assessment 

body and confirms the supervision of manufacturing processes and product quality within the scope of the 

certification. 

Compliance with the above requirements is confirmed by the following attachments: 

1. Product declarations of conformity; 

2. ISO 13485:2016 quality management system certificate. 

The manufacturer undertakes to comply with all applicable requirements related to the further assessment of 

product conformity in accordance with Regulation (EU) 2017/746, taking into account the deadlines and 

conditions specified in Regulation (EU) 2024/1860. 

  

 

 

 


