
gre1ner 
BIO-ONE 

Manufacture r's Declaration 

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in 
particular with respect to 

• the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MOD)
(Directive Certificates) and

• the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name Greiner Bio-One GmbH 

Manufacturer address Bad Haller Strar..e 32 
4550 Kremsmunster 
Austria 

Single Registration Number (SRN) AT-MF-000024608 

Production Location Nipro (Thailand) Corporation Ltd. 
10/2 Moo 8 Bangnomko, Sena, 
Phra Nakhon Si Ayutthaya 13110 
Thailand 

Notified body name TUV SOD Product Service GmbH 

Notified body number 0123 

Directive Certificate number G2 029670 0037 Rev.00 
to which this confirmation is made 

Original expiry date as indicated on the Directive 25th May 2024 
Certificate prior to the extension of the validity 

End date of extended validity / transition period 31st December 2028 
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