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Attachment 1  Comparison Table of UK product vs Imported product 
 

 

 
 

UK Licensed Product 
Product code FKE1324 

Imported Product 
Product code 2B1324X 

 
Bag label 

 

 

 
Product 
Name 

Sodium Chloride 0.9% w/v 
 Intravenous Infusion BP 

0.9% Sodium Chloride injection, USP 

Licence 
Status 

UK registered product under Marketing 
Authorisation PL00116/0334 

Unlicensed product imported with the agreement of 
the MHRA on a temporary basis under The Human 
Medicines Regulations 2012 (SI 2012/1916).  
Registered in the USA under NDC-0338-0049-004, 
NDA016677 

 
Indications 

 

Treatment of isotonic extracellular 
dehydration 
Treatment of sodium depletion 
Vehicle of diluent of compatible drugs for 
parenteral administration 

Indicated as a source of water and electrolytes 

Active Sodium 154 mmol/L, Chloride 154 mmol/L Sodium 154 mmol/L, Chloride 154 mmol/L 

Excipients Water for injections, EP Water for injections, USP 

Additional 
Information 

pH 4.5 – 7.0 
Osmolarity 308 mOsmol/L 

pH 4.5 – 7.0 
Osmolarity 308 mOsmol/L 

Labelled 
Storage 

conditions 

This medicinal product does not require any 
special storage conditions 

Avoid excessive heat. Store at room temperature 
(25°C) 
Note: Brief exposure up to 40°C does not adversely affect the 
product.  If stored at 2-8°C do not use after 30 days even if returned 
to room temperature.  8 to 25°C are ambient conditions. 

Both products may be stored at ambient temperatures 

Container 
type 

Viaflo (polyolefin/polyamide co-extruded 
plastic). Rigid port. Supplied in an overwrap. 

10 bags per box (approx. 10kg) 

Viaflex (polyvinyl chloride, di-ethyl hexylphthalate).  
Soft port. Supplied in an overwrap.  

14 bags per box (approx. 14 kg) 

Expiry Date 
format 

MM/YYYY 
eg. 09/2021 = end September 2021 

MON/YY 
eg. FEB 20 = end February 2020 

Admin.  
port closure 

Twist off port protector (white colour) 

 

Pull off port protector (blue colour) 
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Carton Labels 

                  
 
 
 


