
  

  

  

« MULTIPURPOSE  ISOTONIC »  

Sterile isotonic solution of sodium chloride 0,9% in single-dose vial for nasal 
and eye cleansing, ear rinsing, wound cleansing and inhalation.  

  
  

Regulatory 
status  

Medical Device, Class IIa, sterile  

Presentation  
Sterile single-dose vials of 5 mL. Preservative 
free.  

Composition  
  
  
  

  

Component  Unit formula  Per cent formula  

Sodium chloride  0.045 g  0.9 %  

Purified water  q.s to 5 mL  q.s to 100 %  

  

Indication  

MULTIPURPOSE  ISOTONIC is suitable for infants, children and adults:  

- For nasal hygiene: by instillation or cleansing (wash out) of dry or 
congested noses,  

- For ocular hygiene: by instillation, cleansing or bathing,  

- For auricular hygiene,   

- For wound cleansing,  

- For inhalation in aerosol therapy.   

Primary 
packaging  Low density polyethylene  

Shelf-life  36 months  

Manufacturer  

  
Laboratoire UNITHER  
Espace Industriel Nord  
151 Rue André Durouchez - CS 28028 - 80084 Amiens Cedex 2 www.unither-
pharma.com  
  

Finished product 
specifications  Appendix 1  
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APPENDIX 1: Finished product specifications  

  
  

  

  
Tests  

  

  
Specifications  

  

  
References  

  
General characteristics   
  
Appearance  
  

  
  
  
Solution clear and colourless,  
without visible particles   
  

  
  
  
Ph. Eur.2.2.2 and 2.2.1  
  

  
Identification  
  
Chlorides  
  
  
Sodium  
  

  
  
  
positive reaction a) for chlorides   
  
  
positive reaction b) for sodium   

  
  
  
Ph. Eur. 2.3.1.  
  
  
Ph. Eur. 2.3.1.  

  
Tests  
  
Extractable mean volume  
  
  
pH  
  
  
Sterility  
  
  

  
  
  
≥ 5 ml  
  
  
5.0 - 7.0  
  
  
Complies with the current  
European Pharmacopeia  

  
  
  
In house method  
  
  
Ph. Eur. 2.2.3.  
  
  
Ph. Eur. 2.6.1  
  

  
Assay  
  
Chloride content (expressed as 

NaCl)  
  

  
  
  
0.855 to 0.945 g / 100 mL  

  
  
  
In-house 
potentiometric 
method  
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