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SUPPLEMENTARY INFORMATION 
 

Supplementary Information to MDD Declaration of Conformity 

 
Supplementary Information to MDD Declaration of Conformity 100163692 | Rev: 18 
DoC for PDSTM II Suture – Non-significant changes approved after the 26th May 2021 as 
per Transitional Provisions of MDR Article 120.3 
 
Manufacturer’s Name: ETHICON, INC. 
Manufacturer’s Address: 1000 Route 202  

Raritan 
New Jersey 
08869 
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 100163692 | Rev: 18 DoC for PDSTM II 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 

101014129 CE 00874 3477679 Update per template 
FM-0001846 – no 
impact to DoC 
 
Updated Section A.4 
for Ethicon, Inc. 
Addition of the 
Janssen 
Pharmaceutical, 
Athens GA site as a 
raw material supplier 
of P-Dioxanone 
monomer used in the 
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manufacture of PDS 
IJ Suture by Ethicon, 
Inc. 

14-Jun- 100953227 CE 555601 3513637 Review of Doc 
2022 initiated as DEC is 

renewed -no impact 
,. toDoC 

Place of Issue: Refer to Manufacturer's Address above 

Signature: "~ L'- •~ d 
vet ion on» llde d(tfi ooh±-]/ye- 2022 
Title/Position: 

Signature: 
(wet sign only) 
Title/Position: 

Stephanie Saati, Associate Director, Regulatory Affairs 

__,c4UUA ::;._.;;;;.. -=.-.;;: ;__ Date: 14 -fU)V -[cfl 1 
Linda Plews, Director Quality Sys and Digital Soln 
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