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SUMMARY OF PRODUCT CHARACTERISTICS 
 
1. NAME OF THE MEDICINAL PRODUCT 
 
Sodium Chloride Infusion BP 0.9%, as Steriflex No. 1 or freeflex 
 
 
2. QUALITATIVE AND QUANTITATIVE COMPOSITION 
 
Steriflex No. 1 has the following composition: 
Sodium Chloride for Injections  0.9% w/v 
 
 
3. PHARMACEUTICAL FORM 
 
Intravenous infusion. 
 
 
4. CLINICAL PARTICULARS 
 
4.1. Therapeutic indications 
Steriflex No 1 is used in the treatment of dehydration to correct water and electrolyte 
depletion. 
 
The smaller volume containers may be used as a diluent and delivery system when 
administering compatible additives so as to avoid the risk of any over dilution of the 
additive drug. 
 
For intravenous infusion. 
 
4.2. Posology and method of administration 
 
Adults and children 
The rate of administration and volume infused will depend upon the requirements of the 
individual patient and the judgement of the physician. 
 
Elderly 
Care should be taken to avoid circulatory overload, particularly in patients with cardiac 
and renal insufficiency. 
 
Intravenous infusion. 
The smaller volume containers may be used as a diluent and delivery system when 
administering compatible drug additives so as to avoid the risk of any over dilution of the 
additive drug. 
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1. Identification 

 

 Commercial Name Sodium Chloride Solution 

 Supplier Terumo BCT Ltd. 

 Telephone +44 (0) 28 2827 3631 

 Types Of Use Infusion Solution 

 

2. Composition 

 

 Chemical Name(s) Sodium Chloride, Water for Injections 

 C.A.S. Number(s) 7647-14-5 

 

3. Identification of Hazard 

 

 Specific Risks N/A - Generally harmless 

 

4. First Aid Procedures 

 

 Skin Contact Rinse with water 

 Eye Contact Rinse immediately with lots of water while eyelids are open 

 Ingestion After swallowing large amounts, induce vomiting and consult physician 

 Inhalation N/A 

 

5. Fire Fighting Protection Procedures 

 

 Exposure Hazards Not flammable 

 

6. Accidental Release Procedures 

 

 Personal Protection Wear gloves and eye protection 

 Environmental Protection Not considered harmful to the environment 

 Cleanup Procedure If local regulations permit, mop up with plenty of water and run to 

waste, diluting greatly with running water.  Otherwise contain with sand 

and transfer to salvage container.  Arrange removal by disposal company 

 

7. Handling & Storage 

 

 Precautions During Handling Wear gloves and eye protection.  Wash hands before and after contact. 

 Storage Conditions Store at room temperature (25
O
C). Avoid excessive heat.  Protect from 

freezing. 

 Hazardous Reactions Conc. Sulphuric acid can produce hydrogen chloride 

 

8. Exposure Control / Personal Protection 

 

 Personal Protection Wear gloves and eye protection.  Wash hands after contact. 

 Exposure Limits None assigned 

 

9. Physical & Chemical Properties 

 

 Chemical Formula NaCl 

 Physical State Liquid 

 pH 4.0 to 6.0 

 Flammability Non-flammable 
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10. Stability & Reactivity 

 

 Product Stability Suitable for at least 2 years. 

 Hazardous Reactions Conc. Sulphuric acid can produce hydrogen chloride 

 Hazardous Decomposition Products No decomposition if stored normally 

 

11. Toxicological Information 
 

No toxic effects are to be expected when properly handled 

    

12. Ecological Information 
 

If handled properly, disturbances of the environment will not occur 

 

13. Waste Disposal 

 

 Disposal Of Residue Dispose to an appropriate, authorised disposal site 

 Disposal Of Packaging After being thoroughly cleaned, empty packages may be recycled 

 

14. Transport Regulations 
 

Not dangerous according to transport regulations 

 

15. Regulatory Information 

 

N/A 

 

16. Special Information 

 

N/A 

 

 

Legal Disclaimer 

 

The above information is believed to be correct but does not purport to be all inclusive and shall be used only as a guide.   

 

Terumo BCT Ltd. shall not be held liable for any damage resulting from handling or from contact with the above 

product. 

 

This sheet does not exempt the user knowing and applying the regulations concerning his activity.  He will have the sole 

responsibility regarding the use of the product as well as the precautions linked to its use. 

 

This sheet cannot be considered to be exhaustive and does not exempt the user finding out about other regulations which 

might apply to the storage and handling of the product for which he is solely responsible. 
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4.3. Contraindications 
 
Patients with sodium overload. It is well known that this may occur with myocardial and 
renal damage, but it should also be appreciated that in that in the first five or six days 
after surgery or severe trauma, there may be an inability to excrete unwanted sodium. 
 
4.4. Special warnings and special precautions for use 
 
This product is not suitable for protracted use unless there is heavy continued loss of 
electrolyte, even then it should be used with care. Saline solutions should not be 
administered rapidly or for prolonged periods particularly in infants and the elderly. In 
potassium deficient patients administration of normal saline will increase potassium loss 
so that if it is given, potassium supplements should also be given. 
 
The physician should also be alerted to the possibility of adverse reactions to drug 
additives diluted and administered in this container. Prescribing information for drug 
additives to be administered in this manner should be consulted. 
 
The label states: Do not use unless the solution is clear and free from particles. 
 
4.5. Interactions with other medicinal products and other forms of Interaction 
 
No clinically significant interactions. 
 
4.6. Pregnancy and lactation 
 
The safety of this solution during pregnancy and lactation has not been assessed, but its 
use during these periods is not considered to constitute a hazard. 
 
4.7. Effects on ability to drive and use machines 
 
Not applicable. 
 
4.8. Undesirable effects 
 
Thrombosis of the chosen vein is always a possibility with intravenous infusion. If 
infusion is protracted then another vein should be selected after 12-24 hours. 
 
4.9. Overdose 
 
Overdosage may lead to fluid overload and electrolyte imbalance. Treatment should 
consist of discontinuing the infusion and if necessary administering a duiretic. 
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5. PHARMACOLOGICAL PROPERTIES 
 
5.1. Pharmacodynamic properties 
 
Sodium chloride provides a source of sodium and chloride ions to maintain the osmotic 
tension of the extracellular fluid and tissues. 
 
5.2. Pharmacokinetic properties 
 
Not applicable. 
 
5.3. Preclinical safety data 
 
Not applicable 
 
 
6. PHARMACEUTICAL PARTICULARS 
 
6.1. List of excipients 
 
Name Specification   %w/v 
 
Water for Injections in bulk BP  To 100 
Hydrochloric Acid BP    QS 
Sodium Hydroxide BP    QS 
 
6.2. Incompatibilities 
 
Incompatible with Amiodarone, Amphotericin B, Amsacrine and sodium nitroprusside. 
 
Because of the nature of the plastic material of the Steriflex bag (PVC) this solution 
should not be used as a vehicle for the administration of drugs which may be sorbed on to 
the bag to varying and significant degrees. 
 
6.3. Shelf life 
 
50, 100, 150 & 250ml PVC Bags - 18 months. 
330, 500 & 1000ml PVC Bags – 24 months. 
50, 100 & 150ml Polyolefin Bags – 24 months 
250, 330, 500 & 1000ml Polyolefin bags – 36 months 
 
6.4. Special precautions for storage 
 
Store between 2 and 25°C 
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6.5. Nature and contents of container 
 
The container is 50, 100, 150, 250, 330, 500 or 1000ml flexible bag made of medical 
grade PVC. 
 
a) A hermetically sealed polythene bag. 
b) A rectangular pouch consisting of polyamide/polythene composite 
c) Polyamide/Polyethylene-Propylene composite laminate welded to polypropylene 
ethylene propylene composite, plugged with a polycarbonate plug with either a 
bromobutyl (West 4481/45) or gum (West 7006/45) stopper. 
 
Or  
 
A flexible 50, 100, 150, 250, 330, 500 or 1000ml polyolefine bag sealed in a polyolefine 
overwrap. 
 
6.6. Instruction for use and handling 
 
Opening the overwrap: 
 
Locate the corner tabs at the end of the bag. Grip the two tabs and pull the two halves of 
the overwrap apart, releasing the bag onto a clean surface. 
 
Setting up the solution: 
 
Position the roller clamp of the giving-set to just below the drip chamber and close. Hold 
the base of the giving set port firmly and grip the wings of the twist of tab. Twist to 
remove the protective cover. Still holding the base of the giving-set port push the set 
spike fully into the port to ensure a leak proof connection. Prime the set in accordance 
with the manufacturer’s instructions. 
 
 
7. MARKETING AUTHORISATION HOLDER 
 
Fresenius Kabi Limited 
Cestrian Court 
Eastgate Way 
Manor Park  
Runcorn  
Cheshire 
WA7 1NT 
UK 
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8. MARKETING AUTHORISATION NUMBER 
 
PL 08828/0084. 
 
 
9. DATE OF FIRST AUTHORISATION/RENEWAL OF 
AUTHORISATION 
 
27 July 1989/03 February 1999 
 
 
10. DATE OF REVISION OF THE TEXT 
 
August 2006 


