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Supplementary Information to MDD Declaration of Conformity 100146796 | Rev: 15 
DoC for Coated VICRYL PLUS Suture – Non-significant changes approved after the 
26th May 2021 as per Transitional Provisions of MDR Article 120.3 
 
Manufacturer’s Name: Ethicon, LLC 

 
Manufacturer’s Address: 475 C Street 

Los Frailes Industrial Park 
Suite 401 
Guaynabo, 
Puerto Rico 00969 
USA 
 

 
The transitional provisions specified in MDR Article 120(3) prohibit manufacturers from 
issuing new Declaration of Conformities or amending, modifying, supplementing any 
existing MDD Declaration of Conformity from 26th May 2021. 
This letter is to confirm that Ethicon Wound Closure and Healing has reviewed and 
approved the change(s) detailed in the table below.   These changes do not represent a 
change in design or intended purpose under MDR Article 120(3).  Declaration of 
Conformity 100146796 | Rev: 15 DoC for Coated VICRYL PLUS Suture remains valid. 
 
Changes Approved:  
Date ADAPTIV 

Reference 
Number 

Certificate 
Numbers (if 
applicable 
for the 
change) 

NB Reference 
Number (if 
applicable for 
the change) 

Changes Approved 

See 
Signature 

100989486 CE 591501 3562092 Adding header to the 
DoC 
 
Updated section 
A.4 For Ethicon LLC, 
Guaynabo and JJI: 
Added Triclosan Shelf 
Life Extension from 5 
to 7 years. 

14-Jun-
2022 

100953227 CE 591501 3513638 Review of DoC 
initiated as DEC is 
renewed –no impact 
to DoC 




