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CORRIGENDUM/ADDENDUM  
to EU-Declaration of Conformity for Billy Boy, Blausiegel,                     
Fromms, R3 Latex Condoms, signed 19th May 2021 

  

Document name MEDKO-EU-DOC 
Release No. 01 
Date 26.04.2024 

Number of Pages 1 

  
 
Reason for the correction/addition: 
 
With the declaration of invalidity of the MDD on 26 May 2021, this Declaration of Conformity 
(signed 19th May 2021) may no longer be reissued or revised. All subsequent significant changes in the 
normative and legal requirements of these products are given in this document. 
 

a) With the invalidity of the MDD, the harmonised standard DIN EN 1041 was also withdrawn 
and replaced by the successor standard DIN EN ISO 20417, which is related to the MDR. 
 

b) The DoC refers to TD-031-4-1. However, the current valid technical documentation is  
“TD-031-08”  

 
c)  The SRN is "DE-MF-000017639" 

 
d) The Basic UDI-DI is   “4008600 KONDOM000007 E8”  

 
e) Acc. EU 2017/745 Art. 120 (2) MDD - Certificates issued by the notified body after May 25, 

2017, and still valid on May 26, 2021, remain valid until Dec. 31, 2028 
 

Acc. to our notified body, CE 197, this also implies that DOCs issued for the respective 
products shall not be renewed but remain valid accordingly 
 

 
 
 
 
 
 
 
 

     _________________________________ 
    i.A. Guenter STEITZ (Quality Management) 

Signed for and on behalf of Alexander Du Chesne (Head of Quality Management) 
 

http://www.mapa.de/

	EU - Declaration of Conformity - Condom - TD031 Revision 4.1 19.05.2021
	CORRIGENDUM MEDKO-EU-DOC-01
	Corrigendum/Addendum
	to EU-Declaration of Conformity for Billy Boy, Blausiegel,                     Fromms, R3 Latex Condoms, signed 19th May 2021


		2024-04-29T08:53:24+0200
	Günter Steitz




