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Übergangsbestimmungen der EU -Medizinprodukteverordnung (MDR) – Weiterhin gültiges 

Inverkehrbringen von Produkten mit abgelaufenem Zertifikat  

 

 

Sehr geehrte Damen und Herren,  

 

wie Sie wissen, befindet sich die europäische Medizinproduktebranche derzeit in der 

Übergangsphase zur vollständigen Anwendung der EU -Medizinprodukteverordnung (EU) 

2017/745 (MDR). Die MDR sieht spezifische Übergangsbestimmungen  vor, die es ermöglichen, 

bestimmte Produkte weiterhin in Verkehr zu bringen, auch wenn die entsprechenden 

Zertifikate nach der Richtlinie 93/42/EWG (MDD) bereits abgelaufen sind.  

Gemäß den geltenden Übergangsregelungen dürfen Produkte mit einem abgelaufenen 

Zertifikat weiterhin auf dem Markt bereitgestellt werden, sofern eine gültige, schriftliche 

Vereinbarung mit der zuständigen Benannten Stelle vor dem Ablauf der ursprünglichen 

Zertifizierung abgeschlossen wurde . Diese schriftliche Übereinkunft bestätigt, dass das 

Produkt sich im MDR -Konformitätsbewertungsverfahren befindet und alle Voraussetzungen 

der Übergangsbestimmungen erfüllt werden.  

Wir möchten Ihnen hiermit bestätigen, dass diese Voraussetzungen für die betroffenen 

Produkte unseres Hauses erfüllt sind. Damit ist das weitere Inverkehrbringen rechtlich 

zulässig und vollständig MDR -konform.  

 

Im Anschluss an dieses Schreiben finden Sie folgende Dokumente:  

1. Schriftliche Vereinbarung mit der Benannten Stelle  

2. Das abgelaufene Zertifikat  / die abgelaufene Konformitätserklärung  

 

Diese Unterlagen dienen Ihrer Transparenz, Dokumentation und Nachweisführung gegenüber 

Behörden oder internen Qualitätssystemen.  

Für Rückfragen stehen wir Ihnen selbstverständlich jederzeit gerne  unter 

medizinprodukte@danone.com   zur Verfügung.  

 

Mit freundlichen Grüßen,  

   

Danone Deutschland GmbH  

 

mailto:info.danone.de@danone.com
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TÜV SÜD Product Service GmbH 

Confirmation Letter  
CL 041538 0012 Rev. 00 

 
Reference: 713335291 
 
To whom it may concern, 
 
Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the 
following referenced as MDR) as regards the transitional provisions for certain medical devices 
and in vitro diagnostic medical devices. 
 
With this letter TÜV SÜD Product Service GmbH, designated under MDR and identified by the number 
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3, 
first subparagraph of Annex VII of MDR and has signed a written agreement in accordance with Section 
4.3, second subparagraph of Annex VII of MDR with the above stated manufacturer with the following 
SRN Number:  
 
SRN Number: IL-MF-000010009 
 
The devices covered by the formal application and the written agreement mentioned above are identified 
in the Tables below.  

- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TÜV SÜD Product Service GmbH is also responsible for appropriate surveillance of 
the corresponding devices under the applicable Directive.  

- Table 2 identifies the devices for which an MDR application has been received and a written agreement 
concluded, but TÜV SÜD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive. 
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If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC 
(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this 
letter also confirms that  

- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or  
- provided evidence that a competent authority of a Member State had granted a derogation or exemption 

from the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article 
97(1) of the MDR respectively. 

 
The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this 
letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 120 
(3c) of MDR, are shown below: 

• 26 May 2026 for Class III custom-made implantable devices  
• 31 December 2027 for Class III devices and Class IIb implantable devices (except sutures, staples, dental 

fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors) 
• 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in sterile 

condition, measuring function 
• 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it 

under MDR (e.g., class I devices that qualify as re-usable surgical instruments) 

 
We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation 
letter according to effort. 

 

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 041538 0012 Rev. 00  

 
In case of inquiries please contact medical_devices@tuvsud.com. 

 
On behalf of the Notified Body TÜV SÜD Product Service GmbH, 
2024-04-17 
 
TÜV SÜD Product Service GmbH  
Medical and Health Services 
 

 TÜV SÜD Product Service GmbH  
Medical and Health Services 
 

Ravi H A 
Conformity Assessment Responsible (CARE) 

 Michael Mauermeir 
Application Reviewer 

  

Michael Mauermeir (Apr 17, 2024 11:22 GMT+2)
Michael Mauermeir

http://www.tuvsud.com/ps-cert?q=cert:CL%20041538%200012%20Rev.%2000
mailto:medical_devices@tuvsud.com
http://www.tuvsud.com/ps-cert?q=cert:CL%20041538%200012%20Rev.%2000
mailto:medical_devices@tuvsud.com
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Table 1: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective: 

Device name or Basic 
UDI-DI (under MDR ap-
plication) 

MDR Device classification 
(as proposed by the manu-
facturer and verified during 
application review) 

If the MDR device is a sub-
stitute device, identification 
of the corresponding 
MDD/AIMDD device  

MDD/AIMDD Certificate Refer-
ence(s) of the devices under 
MDR application, and the NB 
Identification 

3 Way Irrigation Cathe-
ter 
 
Basic UDI-DIs: 
72900016011023WIR5Z 
72900016013WNSSH 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Easy flow and Multilu-
men 
 
Basic UDI-DIs: 
7290001607EFNSVM 
7290001607201EFBE 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Foley Catheter 2 way 
 
Basic UDI-DI: 
72900016011012WF3K 

☒ Class IIb implantable (non-
exempted) 
 

☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Gastrostomy Jejunal 
Replacement Tube 
 
Basic UDI-DI: 
7290000846302GJTCX 

☒ Class IIb implantable (non-
exempted) 
 

☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Gastrostomy Replace-
ment Tube 
 
Basic UDI-DI: 
7290000846303GRTDW 

☒ Class IIb implantable (non-
exempted) 
 

☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Identi loops 
 
Basic UDI-DI: 
7290001603IDLNST8 
7290001603401IDL7V 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Low-Profile Gastros-
tomy Tube/Button Kit 
 
Basic UDI-DI: 
7290001605303GBB7 

☒ Class IIb implantable (non-
exempted) 
 

☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Naso-Gastric Tube 
Basic-UDI-DI: 
7290000846301NGEU 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Round Flat and Fluted 
Drains 
 
Basic UDI-DIs: 
7290001607202DRC8 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 
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Device name or Basic 
UDI-DI (under MDR ap-
plication) 

MDR Device classification 
(as proposed by the manu-
facturer and verified during 
application review) 

If the MDR device is a sub-
stitute device, identification 
of the corresponding 
MDD/AIMDD device  

MDD/AIMDD Certificate Refer-
ence(s) of the devices under 
MDR application, and the NB 
Identification 

7290001607202DRSAD 
7290001607DRNSXA 
7290001607CWDSNVU 
7290001607CWDSSW6 
Silclamps 
 
Basic UDI-DIs: 
7290001603404SCC3 
7290001603SCNSWU 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Silicone tubing 
 
Basic UDI-DIs: 
7290001604501STDE 
7290001604STNSZU 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

TSC - Temperature Sen-
sor catheter 
 
Basic UDI-DIs: 
7290001601104TSC8T 

☒ Class IIa ☒ N/A ☒ Certification as follows: 
G1 041538 0005 Rev.00 
NB#0123 

Stoma measuring de-
vice 
 
Basic UDI-DIs: 
7290001603V300SMDR3 

☒ Class I devices in sterile 
condition 
 

☒ N/A ☒ Certification as follows: 
G2S 041538 0006 Rev.00 
NB#0123 
 

Extension Feeding Set 
 
Basic UDI-DIs: 
7290001609304EXE6 
7290001609EXNSZ5 

☒ Class I devices in sterile 
condition 
 

☒ N/A ☒ Certification as follows: 
G2S 041538 0006 Rev.00 
NB#0123 
 

 
Table 2: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective: 

Device name or Basic 
UDI-DI (under MDR ap-
plication) 

MDR Device classification 
(as proposed by the manu-
facturer and verified during 
application review) 

If the MDR device is a sub-
stitute device, identification 
of the corresponding 
MDD/AIMDD device  

MDD/AIMDD Certificate Ref-
erence(s) of the devices un-
der MDR application, and the 
NB Identification 

Not applicable    
 
Confirmation Letter Version History 

Date TÜV SÜD Product Service GmbH 
internal reference traceable to 
each version of the letter 

Action 

2024-04-17 713335291 Initial issue 
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Degania Silicone Ltd., 

Degania Bet, 

Emek Hayarden 1513000,  

Israel 
 

Ph.:+972-4675-5100 Fax: +972 4 6750479 http://www.degania-medical.com 

DECLARATION OF CONFORMITY TO THE MEDICAL DEVICE DIRECTIVE 

MDD 93/42EEC as amended by 2007/47EC 

Manufacturer Name and Address:  

Degania Silicone Ltd 

Degania bet, 1513000 

Israel 

Notified body:  

TÜV SÜD Product Service GmbH 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

European representative:  

Biometrix SRO 

Vicenzy 16S  

Samorin , 93101 

Slovakia 
 

Product family: Feeding Tubes and accessories   

Products sub-groups: Gastrostomy Button  

 Class: IIb, Rule 5 

GMDN code: 38565 

Certificate No: G1 041538 0005 

Herewith to declare that:  

Hereby to declare that the above mentioned product comply with Annex II of the Medical 

Device Directive, MDD 93/42/EEC as amended by  2007/47/EC. All supporting 

documentation is held by the manufacturer.  
Degania silicone Ltd is exclusively responsible for the Declaration of Conformity 

 

 
 

        March 11, 2020 

_________________           _________________ 

Elian Ben Graff, RA Manager                     Date 
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Degania Silicone Ltd., 

Degania Bet, 

Emek Hayarden 1513000,  

Israel 
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Annex A: 

 

Nutricia Ref# Degania Ref# Description 

152911 103302011282NT BUTTON SET CH 12 / 0.8 CM ENFIT 

152913 103302021282NT BUTTON SET CH 12 / 1.0 CM ENFIT 

152983 103302031282NT BUTTON SET CH 12 / 1.2 CM ENFIT 

152982 103302041282NT BUTTON SET CH 12 / 1.5 CM ENFIT 

152981 103302051282NT  BUTTON SET CH 12 / 1.7 CM ENFIT 

152980 103302061282NT  BUTTON SET CH 12 / 2.0 CM ENFIT 

152979 103302071282NT  BUTTON SET CH 12 / 2.3 CM ENFIT 

152978 103302081282NT  BUTTON SET CH 12 / 2.5 CM ENFIT 

153000 103302101282NT  BUTTON SET CH 12 / 3.0 CM ENFIT 

152999 103302111282NT  BUTTON SET CH 12 / 3.5 CM ENFIT 

152998 103302121282NT  BUTTON SET CH 12 / 4.0 CM ENFIT 

152997 103302141282NT  BUTTON SET CH 12 / 5.0 CM ENFIT 

152996 103302011482NT  BUTTON SET CH 14 / 0.8 CM ENFIT 

152995 103302021482NT  BUTTON SET CH 14 / 1.0CM ENFIT 

152994 103302031482NT  BUTTON SET CH 14 / 1.2 CM ENFIT 

152993 103302041482NT  BUTTON SET CH 14 / 1.5CM ENFIT 

152992 103302051482NT  BUTTON SET CH 14 / 1.7 CM ENFIT 

152991 103302061482NT  BUTTON SET CH 14 / 2.0CM ENFIT 

152990 103302071482NT  BUTTON SET CH 14 / 2.3CM ENFIT 

152989 103302081482NT  BUTTON SET CH 14 / 2.SCM ENFIT 

152988 103302091482NT  BUTTON SET CH 14 / 2.7 CM ENFIT 

152987 103302101482NT  BUTTON SET CH 14 / 3.0CM ENFIT 
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152986 103302111482NT  BUTTON SET CH 14 / 3.SCM ENFIT 

152985 103302121482NT  BUTTON SET CH 14 / 4.0CM ENFIT 

152984 103302131482NT  BUTTON SET CH 14 / 4.5 CM ENFIT 

153048 103302141482NT  BUTTON SET CH 14 / 5.0 CM ENFIT 

153047 103302011682NT  BUTTON SET CH 16 / 0.8 CM ENFIT 

153046 103302021682NT  BUTTON SET CH 16 / 1.0 CM ENFIT 

153045 103302031682NT  BUTTON SET CH 16 / 1.2 CM ENFIT 

153044 103302041682NT  BUTTON SET CH 16 / 1.5 CM ENFIT 

153043 103302051682NT BUTTON SET CH 16 / 1.7 CM ENFIT 

153042 103302061682NT BUTTON SET CH 16 / 2.0 CM ENFIT 

153041 103302071682NT BUTTON SET CH 16 / 2.3 CM ENFIT 

153040 103302081682NT BUTTON SET CH 16 / 2.5 CM ENFIT 

153039 103302091682NT BUTTON SET CH 16 / 2.7 CM ENFIT 

153038 103302101682NT BUTTON SET CH 16 / 3.0 CM ENFIT 

153037 103302111682NT BUTTON SET CH 16 / 3.5 CM ENFIT 

153036 103302121682NT BUTTON SET CH 16 / 4.0 CM ENFIT 

153035 103302131682NT BUTTON SET CH 16 / 4.5 CM ENFIT 

153034 103302011882NT BUTTON SET CH 18 / 0.8 CM ENFIT 

153033 103302021882NT BUTTON SET CH 18 / 1.0CM ENFIT 

153032 103302031882NT BUTTON SET CH 18 / 1.2 CM ENFIT 

153089 103302041882NT BUTTON SET CH 18 / 1.5CM ENFIT 

153088 103302051882NT BUTTON SET CH 18 / 1.7 CM ENFIT 

153087 103302061882NT BUTTON SET CH 18 / 2.0CM ENFIT 

153086 103302071882NT BUTTON SET CH 18 / 2.3CM ENFIT 

153085 103302081882NT BUTTON SET CH 18 / 2.SCM ENFIT 

153084 103302091882NT BUTTON SET CH 18 / 2.7 CM ENFIT 

153083 103302101882NT BUTTON SET CH 18 / 3.0CM ENFIT 
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153082 103302111882NT BUTTON SET CH 18 / 3.5CM ENFIT 

153081 103302121882NT BUTTON SET CH 18 / 4.0 CM ENFIT 

153080 103302131882NT BUTTON SET CH 18 / 4.5 CM ENFIT 

153079 103302012082NT BUTTON SET CH 20 / 0.8 CM ENFIT 

153078 103302032082NT BUTTON SET CH 20 / 1.2 CM ENFIT 

153077 103302042082NT BUTTON SET CH 20 / 1.5 CM ENFIT 

153076 103302052082NT BUTTON SET CH 20 / 1.7 CM ENFIT 

153075 103302062082NT BUTTON SET CH 20 / 2.0 CM ENFIT 

153074 103302072082NT BUTTON SET CH 20 / 2.3 CM ENFIT 

153073 103302082082NT BUTTON SET CH 20 / 2.5 CM ENFIT 

153100 103302102082NT BUTTON SET CH 20 / 3.0 CM ENFIT 

153099 103302112082NT BUTTON SET CH 20 / 3.5 CM ENFIT 

153080 103302132082NT BUTTON SET CH 20 / 4.5 CM ENFIT 

153097 103302062482NT BUTTON SET CH 24 / 1.5 CM ENFIT 

1 53096 103302072482NT BUTTON SET CH 24 / 1.7 CM ENFIT 

153095 103302082482NT BUTTON SET CH 24 / 2.0 CM ENFIT 

153094 103302092482NT BUTTON SET CH 24 / 2.3 CM ENFIT 

153093 103302102482NT BUTTON SET CH 24 / 2.5 CM ENFIT 

153092 103302112482NT BUTTON SET CH 24 / 2.7 CM ENFIT 

153091 103302122482NT BUTTON SET CH 24 / 3.0 CM ENFIT 

153090 103302062482NT BUTTON SET CH 24 / 3.5 CM ENFIT 

153101 103302072482NT BUTTON SET CH 24 / 4.0 CM ENFIT 

160507  Stoma Measuring Device 

End of List 


