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DECLARATION OF CONFORMITY

DC Number: DC030052 Revision: 12

FM0301166 Rev. 6 Page 2 of 7 Reference: D03RA014 
 

PRODUCT 
CODE

PRODUCT DESCRIPTION 
GMDN 
Code

GMDN Term 

000538 Uriplan™ Sheath Adapter Tubing 31975 Urethral/ureteral 
catheter connector, 
sterile 

150101 Dispoz-A-Bag Leg Bag, Small, 9oz 58923 Open-ended wearable 
urine collection bag, 
sterile 

150102 Dispoz-A-Bag Leg Bag, Medium, 19oz 58923 Open-ended wearable 
urine collection bag, 
sterile

150103 Dispoz-A-Bag Leg Bag, Large, 32oz 58923 Open-ended wearable 
urine collection bag, 
sterile 

3L Uriplan™ Leg Bag, 350ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

3S Uriplan™ Leg Bag, 350mI direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

5L Uriplan™ Leg Bag, 500ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

5M Uriplan™ Leg Bag, 500ml short tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

5S Uriplan™ Leg Bag, 500ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

7664 Urisac Leg Bag 58923 Open-ended wearable 
urine collection bag, 
sterile 

7665 Urisac Leg Bag 58923 Open-ended wearable 
urine collection bag, 
sterile

7L Uriplan™ Leg Bag, 750ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

7LX Uriplan™ Leg Bag, 750ml extra long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

7M Uriplan™ Leg Bag, 750ml short tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

7S Uriplan™ Leg Bag, 750ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

B350L Bardia® Leg Bag, 350ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 
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PRODUCT 
CODE

PRODUCT DESCRIPTION
GMDN 
Code

GMDN Term

B350S Bardia® Leg Bag, 350ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile

B500L Bardia® Leg Bag, 500ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

B500M Bardia® Leg Bag, 500ml short tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

B500S Bardia® Leg Bag, 500ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile

B750L Bardia® Leg Bag, 750ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

B750LX Bardia® Leg Bag, 750ml extra long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

B750M Bardia® Leg Bag, 750ml short tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

B750S Bardia® Leg Bag, 750ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

BFF20 Bard® Flip-Flo™ Catheter Valve 31975 Urethral/ureteral 
catheter connector, 
sterile 

BFF5 Bard® Flip-Flo™ Catheter Valve 31975 Urethral/ureteral 
catheter connector, 
sterile 

BX3L Uriplan™ Leg Bag, 350ml long tube, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile

BX3S Uriplan™ Leg Bag, 350mI direct inlet, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 

BX5L Uriplan™ Leg Bag, 500ml long tube, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 

BX5M Uriplan™ Leg Bag, 500ml short tube, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 

BX5S Uriplan™ Leg Bag, 500ml direct inlet, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 

BX7L Uriplan™ Leg Bag, 750ml long tube, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 

BX7LX Uriplan™ Leg Bag, 750ml extra long tube, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 
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PRODUCT 
CODE

PRODUCT DESCRIPTION
GMDN 
Code

GMDN Term

BX7M Uriplan™ Leg Bag, 750ml short tube, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile

BX7S Uriplan™ Leg Bag, 750ml direct inlet, Benelux 58923 Open-ended wearable 
urine collection bag, 
sterile 

BXBFF5 Bard® Flip-Flo™ Catheter Valve, Benelux 31975 Urethral/ureteral 
catheter connector, 
sterile 

D3L Uriplan™ Leg Bag, 350ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile

D3S Uriplan™ Leg Bag, 350ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

D5L Uriplan™ Leg Bag, 500ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

D5M Uriplan™ Leg Bag, 500ml short tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

D5S Uriplan™ Leg Bag, 500ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

D7L Uriplan™ Leg Bag, 750ml long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

D7LX Uriplan™ Leg Bag, 750ml extra long tube 58923 Open-ended wearable 
urine collection bag, 
sterile 

D7M Uriplan™ Leg Bag, 750ml short tube 58923 Open-ended wearable 
urine collection bag, 
sterile

D7S Uriplan™ Leg Bag, 750ml direct inlet 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT3L Uriplan™ Leg Bag, 350ml long tube, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT3S Uriplan™ Leg Bag, 350mI direct inlet, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT5L Uriplan™ Leg Bag, 500ml long tube, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT5M Uriplan™ Leg Bag, 500ml short tube, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT5S Uriplan™ Leg Bag, 500ml direct inlet, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 
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PRODUCT 
CODE

PRODUCT DESCRIPTION
GMDN 
Code

GMDN Term

IT7L Uriplan™ Leg Bag, 750ml long tube, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile

IT7LX Uriplan™ Leg Bag, 750ml extra long tube, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT7M Uriplan™ Leg Bag, 750ml short tube, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile 

IT7S Uriplan™ Leg Bag, 750ml direct inlet, Italy 58923 Open-ended wearable 
urine collection bag, 
sterile



D
ev

el
op

m
en

t R
el

ea
se

d

DECLARATION OF CONFORMITY

DC Number: DC030052 Revision: 12

FM0301166 Rev. 6 Page 6 of 7 Reference: D03RA014 
 

REVISION HISTORY 

 
REV. # CR # DESCRIPTION

0 TechFile#73 Created Declaration of Conformity for Drainage Bags that 
were transferred from the Clacton manufacturing facility 
to either the Nogales or Malaysia manufacturing facility. 
 

1 TechFile#112 Updated Declaration of Conformity to include the note 
regarding the "0", "BX" and "Ir variations to some of the 
codes. 
 

2 TechFile#124 Updated Declaration of Conformity to correct 
typographical errors. 
 

3 TechFile#222 Updated DoC to add new Code (B2000UK) supporting 
Project 764946 
 

4 TechFile#368 Updated to use new Declaration of Conformity form 
FM0301166. Removed Bed Bag codes 813131,82000, 
B2000UK & 0813131 (to be included in TF#7 DOC). 
Removed 811535ST as it was discontinued in 2006. 
 

5 TechFile#500 Updated DoC to correct product code 000538 which was 
listed as 0538. 
 

6 BM-COV-CR01487 Updated document to reflect FM0301166 Rev. 2. Added 
® to Uriplan and Flip-Flo to reflect proper trademarks. 
 

7 BM-COV-CR-02045 Revised document to correct the note regarding 
variations to some of the codes to include “BX” and “IT” 
as CE compliant, and to include Benelux and Italy 
respectively. 
 

8 BM-COV-CR-02095 Revised document to correct the annotated code in the 
Note from “0” to “D”.  This was a typo from Rev 1. 
 

9 BM-COV-CR-03477 Updated to new revision of FM0301166 Rev.3.  Removed 
65/65/EEC as Medicinal Directive does not apply. 
Updated obsolete GMDN code/term for leg bags from 
31085 to 58923.  Also updated obsolete GMDN 
code/term for Sheath Adapter and Flip Flo from 14247 & 
31085 to 31975. 

10 
 
BM-COV-CR-07288 

 
Updated Notified Body information. 
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11 BM-PROJ-CR-
22659

12

Updated to document FM0301166 Revision 5; updated 
Authorized Representative Information and approval 
personnel. Added variants of some of the above product 
codes, annotated with "BX" and "IT" prefixes (BX3L-
BXBFF5, IT3L-IT7S). Removed variants note from end of 
product code table. Added product codes 150101, 
150102, 150103. Clarified product description in the 
declaration section.  

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

BM-PROJ-
CR-30947
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