
Regulatory Affairs Submission 100275128 | Rev: 12 
Declaration of Conformity  
DoC for STRATAFIX PDS Plus Knotless Tissue Control Device 
Product Family 

ETHICON CONFIDENTIAL use pursuant to Company Procedures Page 1 of 4 
Form for Declaration of Conformity: FM-0001846 | Rev. 9 

DECLARATION OF CONFORMITY 

Manufacturer’s 
Name: ETHICON LLC 

Manufacturer’s 
Address: 

475 C Street 
Los Frailes Industrial Park 
Suite 401 
Guaynabo 
Puerto Rico 00969 
USA 

Authorized 
Representative: 

Johnson & Johnson Medical GmbH 
Robert-Koch-Strasse 1 
Norderstedt 
22851 
Germany 

Product: STRATAFIX™ Symmetric PDS™ Plus 
Knotless Tissue Control Device  
and  
STRATAFIX™ Spiral PDS™ Plus  
Knotless Tissue Control Device  

Product Ranges and 
Descriptions: 

See Attachment 1 for Product Range and Descriptions 

Classification: Class III (Annex IX, Rule 8 & 13) 

GMDN Code: 64234 

MDD DD Number: 100306967  
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ATTACHMENT 1 

 
Manufacturer’s Name:  ETHICON LLC 
 
Product:  STRATAFIXTM Symmetric PDSTM Plus Knotless Tissue Control 

Device 
 
MDD DD Number:   100306967 

 

 
 

STRATAFIX Symmetric PDS Plus Suture 

Suture Material (Absorbable / Non-
Absorbable) 

Absorbable 

Barbing Orientation Symmetric 

Suture Gauge Size 2 – 4 Metric 

Suture Length 15-60 cm 

Suture Color Violet 

Suture Coated / Uncoated Uncoated 

Suture Needled / Non-Needled Needled 

Contains Antimicrobials (Yes / No) Yes 

Triclosan Maximum Levels (µg/m) ≤ 2360 µg/m 

Needle Material ETHALLOY, 420 SS 

Needle Coating Silicone, CERBERUS 

Needle Shape Straight / Curve 

Needle Length 17 – 48 mm 

Needle Wire Diameter 0.6604 – 1.27 mm 
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Manufacturer’s Name:  ETHICON LLC 
 
Product:  STRATAFIXTM Spiral PDSTM Plus  

Knotless Tissue Control Device 
 
MDD: TF/DD Number:  100306967 

 
STRATAFIX Spiral PDS Plus Suture 

Suture Material (Absorbable / Non-
Absorbable) 

Absorbable 

Barbing Orientation Spiral 

Suture Gauge Size 1.5 – 4 Metric 

Suture Length 15 – 90 cm 

Suture Color Violet 

Suture Coated / Uncoated Uncoated 

Suture Needled / Non-Needled Needled 

Contains Antimicrobials (Yes / No) Yes 

Triclosan Maximum Levels (µg/m) ≤ 2360 µg/m 

Needle Material ETHALLOY, 420 SS, 4310 SS 

Needle Coating Silicone, CERBERUS and 
MULTIPASS 

Needle Shape Straight / Curve 

Needle Length 16 – 48 mm 

Needle Wire Diameter 0.5588-1.27 mm 

 
 
 






