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DECLARATION OF CONFORMITY

DC Number: DC030053 Revision: 10

FM0301166 Rev. 6 Page 2 of 7 Reference: D03RA014 

PRODUCT CODE PRODUCT DESCRIPTION 
GMDN 
Code

GMDN Term 

165808CE
Bard® All-Silicone Foley Catheter, 
Pediatric length with 5ml balloon 

34917 
Catheter, 

urological, self-
retained 

165810CE 
Bard® All-Silicone Foley Catheter, 
Pediatric length with 5ml balloon 

34917 
Catheter, 

urological, self-
retained 

165812CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

165814CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

165816CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

165818CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

165820CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

165822CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

165824CE 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX165808 
Bard® All-Silicone Foley Catheter, 
Pediatric length with 5ml balloon 

34917 
Catheter, 

urological, self-
retained 

BX165810 
Bard® All-Silicone Foley Catheter, 
Pediatric length with 5ml balloon 

34917 
Catheter, 

urological, self-
retained 

BX165812 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX165814 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 
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DC Number: DC030053 Revision: 10

FM0301166 Rev. 6 Page 3 of 7 Reference: D03RA014 

PRODUCT CODE PRODUCT DESCRIPTION
GMDN 
Code

GMDN Term

BX165816 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX165818
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX165820 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX165822 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX165824 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon 
34917 

Catheter, 
urological, self-

retained 

D165812 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon   
34917 

Catheter, 
urological, self-

retained 

D165814 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon   
34917 

Catheter, 
urological, self-

retained 

D165816 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon   
34917 

Catheter, 
urological, self-

retained 

D165818 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon   
34917 

Catheter, 
urological, self-

retained 

D165820 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon   
34917 

Catheter, 
urological, self-

retained 

D165822 
Bard® All-Silicone Foley Catheter, Male 

length with 10ml balloon   
34917 

Catheter, 
urological, self-

retained 

166112CE 
Bard® All-Silicone Foley Catheter, 
Female length with 10ml balloon 

34917 
Catheter, 

urological, self-
retained 

166114CE 
Bard® All-Silicone Foley Catheter, 
Female length with 10ml balloon 

34917 
Catheter, 

urological, self-
retained 
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DECLARATION OF CONFORMITY

DC Number: DC030053 Revision: 10
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PRODUCT CODE PRODUCT DESCRIPTION
GMDN 
Code

GMDN Term

166116CE 
Bard® All-Silicone Foley Catheter, 
Female length with 10ml balloon 

34917 
Catheter, 

urological, self-
retained 

D166112
Bard® All-Silicone Foley Catheter, 
Female length with 10ml balloon 

34917 
Catheter, 

urological, self-
retained 

D166114 
Bard® All-Silicone Foley Catheter, 
Female length with 10ml balloon 

34917 
Catheter, 

urological, self-
retained 

D166116 
Bard® All-Silicone Foley Catheter, 
Female length with 10ml balloon 

34917 
Catheter, 

urological, self-
retained 

166816CE 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166818CE 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166820CE 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166822CE 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166824CE 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166816UK 
Bardia® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166818UK 
Bardia® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166820UK 
Bardia® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

166822UK 
Bardia® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 
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PRODUCT CODE PRODUCT DESCRIPTION
GMDN 
Code

GMDN Term

166824UK 
Bardia® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX166816
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX166818 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX166820 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

BX166822 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

D166816 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

D166818 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

D166820 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

D166822 
Bard® All-Silicone Foley Catheter, Male 

length with 30ml balloon 
34917 

Catheter, 
urological, self-

retained 

NOTE:  There are variants of some of the above product codes, annotated “D”and“BX”,.  These are CE 
compliant, country specific variants for UK, Benelux, Italy and France, respectively.  Such variants may not 
comply with the language requirements of all EU countries. 
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REVISION HISTORY 

 
REV. # 

0 
 
 
 

1 
 
 

2 
 
 
 
 

3 
 
 
 

4 
 
 

 

CR # 
TechFile#(74) 

 
 
 

TechFile#(124) 
 
 

TechFile#(190) 
 
 
 
 

TechFile#(238) 
 
 
 

TechFile#(342) 

DESCRIPTION
Created Declaration of Conformity for the All-Silicone Foley 
Catheters that were transferred from the Clacton manufacturing 
facility to the either the Nogales or Malaysia manufacturing 
facility. 

Updated Declaration of Conformity to correct typographical errors 
and to add note regarding variants on some of the product 
codes. 

Changed from Bard Limited address (Crawley) to Bard Medical 
address (Covington) 
Item code BX266816-22 had to be changed to BS166816-22.  
Item codes 1658XXCE and 1668XXCE were added. 
 
Changed the manufacturer listed from Bard Limited to C.R. Bard, 
Inc. with Covington address and added bard Limited as the 
Authorized Representative. 
 
Updated to new form.  Added D166824, 166112CE, 166114CE 
and 166116CE.  Removed 165808-165810, 165812-165824, 
166112-166116, 166816-166824, D166118-D166122, IT166812, 
IT166814, IT166824 as they are no longer active codes for the 
EU.  Updated the NOTE to include France and noted the variants 
may not comply with language requirement. 
 

5 BM-COV-CR-01330 Updated document to reflect FM0301166 Rev. 2.  Corrected Rule 
Classification.  Added ® to Bard to reflect proper trademarks.

6 BM-COV-CR-02714 Add USA and Georgia to the letterhead and body.  Add names to 
the signature lines.  Correct minor grammar errors. 

  
7 BM-COV-CR-03906 Added product code 166824CE after confirming compliance.  

Removed reference to Council Directive 65/65/EEC relating to 
medicinal products (MEDDEV 2.1/3, Rev. 2, July, 2001) as this 
does not apply to these product codes. 

  
8 BM-COV-CR-07308 Updated document to remove discontinued product codes per 

CSA’s. 
 CSA-87-5077-1: 

 D165824 
 D166824 

 
 CSA-03-1931-1 

 F165812 – F165824 
 IT165812 – IT 165824 
 IT166112 – IT166116 
 IT166816 – IT166822 
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9 BM-COV-CR-07659 

10

Updated Note at the end of Product Code List Table to 
remove “IT” and “F” designations as there are not more product 
codes in this Tech File preceding with “IT” or “F” designations per 
CSA-03-1931-1. 
Updated to new form which included updates to Notified Body 
information and approval personnel. 

Updated to new form which included update to Authorized 
Representative Information and approval personnel.

Updated to reflect FM0301166 Revision 6 which included update 
to Authorized Representative Information and approval 
personnel. 

BM-COV-CR-10106
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