




Rev. Nr.: 1 RG0088 DOC Addendum GRACE PE- -u~fu,w- Seite 1 von 1 
RIOD Jttf MEOICAL SERVICES COMPANY 

Formblatt gedruckt von Ulrike Mitteregger am 04.07.2023 

During the grace period from IVDD to IVDR the following NON-SIGNIFICANT change according 
MDCG 2022-6 has been performed: 

Correction of a typo in the article code number of Wellion NEWTON GOH-FAD meters with mmol/I 

measuring unit and BTE function: 

Product name Article code number I Article code number/ 
correction from correction to 

Wellion NEWTON GOH-FAD WELL 13-00MMBTE WELL 13-00BTEMM BTE, mmol/I 

Marz, 06.07.2023 
Ort, Datum I Place, Date 

Erstellt: Gepruft: Freigegeben: 
QM 31.05.2022 Raphael Zweiler (Deakti- Jelena Suver 

viert) 04.01.2023 12:31 
04.01.2023 12:29 



Rev. Nr.: 1 RG0088 DOC Addendum GRACE PE- -·~•11$Mlfi• Seite 1 von 1 
RIOD THE MEOICAl SERVICES COMPANY 

Formblatt qedruckt von Jelena Suver am 21.08.2023 

The medical devices are conform to the European harmonized standards under the Medical Device 
Directive 98/79/EC. 
The current checkup of European harmonized/ state of the art standards for Well ion NEWTON GOH­ 
FAD and Wellion NEWTON GOH-FAD BTE meters according to EU Directive 98/79/EC was per­ 
formed on August 21, 2023. 
The current status is summarized below: 

Harmonisierte Normen I Aktueller Stand per/ Current status per: 21.08.2023 
harmonized standards* 
EN ISO 13485:2016, EN 13532:2002, EN 13612:2002/AC:2002, EN 13641 :2002, EN 13975:2003, 

EN ISO 15197:2015, EN ISO 23640:2015 

•) https :// eu r-lex. e uro pa. eu/lega 1-conte nt/E N/TXT /? u n= u rise rv: OJ. LI. 2 020.090.01.0033.01. ENG & toc=OJ: L: 2020:0901: TOC 

Stand der Technik Normen I Aktueller Stand per/ Current status per: 21.08.2023 
State of the Art standards: 
EN ISO 13485:2016/A11:2021, EN ISO 14971:2019/A11:2021, EN ISO 15223-1:2021, EN ISO 

17511:2021, EN 62304:2006/A1:2015, EN 62366-1:2015/A1:2020, EN IEC 61326-2-6:2021, EN 

62479:2010, ISO 18113-1 :2022, ISO 18113-3:2022, ISO 18113-5:2022 

Marz, 21.08.2023 
Ort, Datum/ Place, Date 

Erstellt: Gepruft: Freigegeben: 
QM 31.05.2022 Raphael Zweiler (Deakti- Jelena Suver 

viert) 04.01.2023 12:31 
04.01.2023 12:29 
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Extended Validity of the Declaration of Conformity 

The Regulation (EU) 2023/607 of 15th March 2023 amends the Regulations (EU) 2017 /7 45 

(MOR) and (EU) 2017/746 (IVDR) with regard to the transitional provisions for certain 

medical devices and in vitro diagnostics. 

The Regulation (EU) 2023/607 make special references to Articles 120, 122, 123 of the 

MOR and Articles 110 and 112 of the IVDR. 

Based on the information provided above and based on the expiry date of the CE Certifi­ 

cate 98/79/EC, the expiry date of this Declaration of Conformity for Wellion NEWTON 
GDH-FAD METERS is May zs=, 2025. 

Marz, 10th October 2024 
Ort, Datum/ Place, Date 

, . •t••·fmw• 
~ /4-e,- ~~• RB,:A~K" 

TEL: 02626/64190: F. : 02626/64190-77 

Ulrike Mitteregger, QM 
Name, Unterschrift / Name, Signature 

Abteilung / Department 

Erstellt: Gepruft: Freigegeben: 
Ulrike Mitteregger Raphael Zweiler (Deakti- Jelena Suver 
04.01.2023 12: 17 vie rt) 04.01.2023 12:31 

04.01.2023 12:29 
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The medical devices are conform to the European harmonized standards under the Medical 
Device Directive 98/79/EC. 
The current check-up of European harmonized standards for Wellion NEWTON GOH-FAD 
and Wellion NEWTON GOH-FAD BTE meters according to EU Directive 98/79/EC was 
performed on March 7th 2025. The current status is summarized below: 

Harmonisierte Normen / Aktueller Stand per/ Current status per: 07.03.2025 
harmonized standards* 
EN ISO 15197:2015, EN 13532:2002, EN 13612:2002, EN ISO 23640:2015, EN 13975:2003, EN 
13641 :2002 

*) https://eur-lex.europa.eu/legal-contenUEN/TXT/?uri=CELEX%3A02020D0439-20210415 

Stand der Technik Normen / Aktueller Stand per/ Current status per: 07.03.2025 
State of the Art standards: 
EN ISO 13485:2016/A11:2021, EN ISO 14971:2019/A11:2021, EN ISO 15223-1:2021, EN 62366- 

1:2015/A1:2020, EN IEC 61326-2-6:2021, EN 62304:2006/A1:2015, EN IEC 61326-1:2021, ISO 

18113-1:2022, ISO 18113-3:2022, ISO 18113-5:2022, EN 62479:2010, EN 61010-2-101:2017, 
ISO/TR 24971:2020, EN ISO 20417:2021 

Marz, 07.03.2025 Ma 
Ort, Datum/ Place, Date Name, Unt 

Abt . 

Erstellt: Gepruft: Freigegeben: 
Ulrike Mitteregger Raphael Zweiler (Deakti- Jelena Suver 
04.01.202312:17 viert) 04.01.2023 12:31 

04.01.202312:29 
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Extended Validity of the Declaration of Conformity and the Extension of the Validity 
of the In Vitro Diagnostic Directive 98/79/EC 

The Regulation (EU) 2024/1860 of July 13th 2024 is amending Regulation (EU) 

2017/745 MOR and Regulation (EU) 2017/746 IVDR with a further extension of the 
transition periods for legacy medical devices. 

Based on the information provided above and according to the Notified Body 

Confirmation Letter issued on June 3rd 2025 by TOV Rheinland (CE 0197) the transition 
timeline that apply to the devices covered by this Declaration of Conformity is 

prolonged to December 31st 2027. 

Marz, June 4th 2025 
Ort, Datum / Place, Date 

7 •t·■•Il) 
MED TRUST HANDELSGES.M.fl H . 

• , A-7221 MARZ; GEWERBEPAfZK ! ·J 

/)u,l/ f 'i'"';J!!!AX 02626/64"0"}) 
MMag. Ulrike Mitteregger, QM Department 

Name, Unterschrift / Name, Signature 
Abteilung / Department 

Erstellt: Gepruft: Freigegeben: 
Ulrike Mitteregger Raphael Zweiler (Deakti- Jelena Suver 
04.01.202312:17 viert) 04.01.2023 12:31 

04.01.2023 12:29 
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