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BD Medical, Medical Surgical Systems 
1 Becton Drive  
Franklin Lakes 
New Jersey 0741710 
USA 
Tel: (201) 847-6459 
Fax: (201) 847-4856 
www.bd.com 

 
EC DECLARATION OF CONFORMITY 

 
 

Manufacturer: Becton Dickinson and Company   
1 Becton Drive 
Franklin Lakes, New Jersey 07417 
USA 

Authorised 
Representative: 

Becton Dickinson and Company Limited 
Donore Road 
Drogheda, Co Louth 
Ireland 

Manufacturing Site(s): BD PosiFlush™ XS: 

3mL (306570, 306580), 5mL (306571, 306581), 10mL (306572, 306582): 

Becton Dickinson and Company 
Donore Road 
Drogheda, Co Louth 
Ireland 
 
BD PosiFlush™ SP 

10mL (306575, 306585): 

 Becton Dickinson Medical Surgical  
2153 12th Avenue 
Columbus, Nebraska 68601 
USA 
 

 Becton Dickinson SA. 
C/Mequinenza, s/n, 
22520 Fraga (Huesca) 
Espaňa 
 

 Becton Dickinson and Company Limited 
Donore Road 
Drogheda, Co Louth 
Ireland 
 
5mL (306574, 306584): 

 Becton Dickinson Medical Surgical  
2153 12th Avenue 
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Columbus, Nebraska 68601 
USA 

 Becton Dickinson SA. 
C/Mequinenza, s/n, 
22520 Fraga (Huesca) 
Espaňa 
 
3mL (306573, 306583): 

 Becton Dickinson Medical Surgical  
2153 12th Avenue 
Columbus, Nebraska 68601 
USA 
 

 Becton Dickinson SA. 
C/Mequinenza, s/n, 
22520 Fraga (Huesca) 
Espaňa 
 
10mL (30657571), 5mL (30657471) and 3mL (30657371) variant codes for 
India market: 

 Becton Dickinson SA. 
C/Mequinenza, s/n, 
22520 Fraga (Huesca) 
Espaňa 
 

Products: Pre-filled syringes with Sodium Chloride 0.9% for intravascular medical devices 
rinsing 

BD PosiFlush™ SP: 
 3mL (306573, 306583, 30657371) 
 5mL (306574, 306584, 30657471) 
 10mL (306575, 306585, 30657571) 

 BD PosiFlush™ XS: 
 3mL (306570, 306580) 
 5mL (306571, 306581) 
 10mL (306572, 306582) 

Classification: Class III Medical Devices, Rule 13. 

Conformity 
Assessment Route: 

Annex III coupled with Annex V 
Annex VII 

GMDN: GMDN Code: 64786 

GMDN Term: Vascular Catheter/cannula flush solution, non-anticoagulant, non-
antimicrobial 

Definition: A solution (e.g., saline, sterile water) intended to flush the lumen of 
an in situ intravenous access device (IVAD), typically a peripheral intravenous 
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REVISION HISTORY 
 

Current Revision Prepared By: Perrine CLERT-GIRARD 
REV. Revision Description Releasing 

ECO/ECR 

01 

Initial Release 
Formatting to new template: 

 Include GMDN code and initial issuance date of CE 
certificates 

 Update standards 

 

02 
Update with Drogheda site for PosiFlush SP 10mL manufacturing 
(306575, 306585) 

 

03 
Update of Fraga new manufacturing site for PosiFlush SP 10mL 
(306575, 306585) and PosiFlush 5mL (306574, 306584) 

 

04 EN 980 replaced by ISO 15223-1  

05 
Addition of Fraga as manufacturing site for PosiFlush SP 3mL 
(306573, 306583) 

 

A 
Initial release SAP, addition of list of non-harmonized standards, 
update of list of harmonized standard, addition of India Variant 
Catalog Number and addition of signature of EC Rep 

 

B 
Replaced GMDN code with the new one (previous one has been 
made obsolete). 
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