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      FLIXONASE AQUEOUS NASAL SPRAY 
Fluticasone Propionate 0.05 G / 100 G  ‐ Nasal Suspension 
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Self medication: 
Prophylaxis and treatment of seasonal allergic rhinitis including hay fever in adults. 
 
By Physicians order: 
Prophylaxis and treatment of seasonal allergic rhinitis including hay fever in children of the 
age of 4 years and above and perennial rhinitis in adults and children of the age of 4 years 
and above. 

  
      .     .  

  :  

   –     XXX  

  –     

    -    –       

   -     
  

        :  



 

  

4.1 Therapeutic indications 

Prophylaxis and treatment of seasonal allergic rhinitis including hay fever and 

perennial rhinitis in adults and children of the age of 4 years and above. 
 

Self medication: 

Prophylaxis and treatment of seasonal allergic rhinitis including hay fever in adults. 

By Physicians order: 

Prophylaxis and treatment of seasonal allergic rhinitis including hay fever in children 

of the age of 4 years and above and perennial rhinitis in adults and children of the 

age of 4 years and above. 

 

4.2 Posology and Method of Administration 

… 

Prophylaxis of allergic rhinitis requires treatment before contact with allergen. 

Shake gently before use. 

Before use the bottle needs to be primed by pumping until a fine spray is produced. 

 

4.3 Contraindications 

Hypersensitivity to propionate the active substance or any other of the ingredients 

excipients listed in section 6.1.fluticasone propionate or any of the ingredients.  

 

4.4 Special warnings and precautions for use 

For Rx and OTC  

Local infections:  infections of the nasal airways should be appropriately treated but 
do not constitute a specific contra-indication to treatment with Flixonase Aqueous 
Nasal Spray. 

 

The full benefit of Flixonase Aqueous Nasal Spray may not be achieved until 

treatment has been administered for several days. 

….. 

Growth retardation has been reported in children receiving some nasal corticosteroids 

at licensed doses. It is recommended that the height of children receiving prolonged 

treatment with nasal corticosteroids is regularly monitored.  If growth is slowed, 

therapy should be reviewed with the aim of reducing the dose of nasal corticosteroid, 

if possible, to the lowest dose at which effective control of symptoms is maintained.  

In addition, consideration should be given to referring the patient to a paediatric 

specialist. 



 

Treatment with higher than recommended doses of nasal corticosteroids may result 
in clinically significant adrenal suppression.  If there is evidence for higher than 
recommended doses being used then additional systemic corticosteroid cover should 
be considered during periods of stress or elective surgery (see Section 5.1 for data 
on intranasal fluticasone propionate). 
 
The full benefit of fluticasone propionate aqueous nasal spray may not be achieved 

until treatment has been administered for several days. 

Ritonavir can greatly increase the concentration of fluticasone propionate in plasma.  

Therefore, concomitant use should be avoided, unless the potential benefit to the 

patient outweighs the risk of systemic corticosteroid side effects.  Significant 

interactions between fluticasone propionate and potent inhibitors of the cytochrome 

P450 3A4 system, e.g. ketoconazole and protease inhibitors, such as ritonavir and 

cobicistat, may occur. This may result in increased systemic exposure to fluticasone 

propionate (see 4.5 Interaction with Other Medicinal Products and Other Forms of 

Interaction). 

… 

Flixonase Aqueous Nasal Spray contains 0.02 mg benzalkonium chloride in each unit 

dose, which may cause bronchospasm. 

Benzalkonium chloride may cause irritation or swelling inside the nose, especially if 

used for a long period of time. 

 

4.5 Interactions with other medicinal products and other forms of 
interaction 

… 

In a small study using inhaled fluticasone propionate in healthy volunteers, the slightly 

less potent CYP3A inhibitor ketoconazole increased the exposure of fluticasone 

propionate after a single inhalation by 150%.  This resulted in a greater reduction of 

plasma cortisol as compared with fluticasone propionate alone.  Co-treatment with 

other potent CYP3A inhibitors, such as itraconazole, is also expected to increase the 

systemic fluticasone propionate exposure and the risk of systemic side-effects.  

Caution is recommended and long-term treatment with such drugs should if possible 

be avoided. 

… 

4.9 Overdose 

There are no data from patients available on the effects of acute or chronic 
overdosage with Flixonase Aqueous Nasal Spray.  Intranasal administration of 2 mg 
fluticasone propionate twice daily (20 times the recommended starting dose in adults) 
for seven days to healthy human volunteers has no effect on hypothalamo-pituitary-
adrenal (HPA) axis function. 
 
Inhalation or oral administration of high doses of corticosteroids over a long period 

may lead to suppression of HPA axis function. 

  

Treatment 
 



 

Administration of doses higher than those recommended over a long period of time 
may lead to temporary suppression of adrenal function. 
 
In these patients, treatment with fluticasone propionate should be continued at a dose 

sufficient to control. 
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https://data.health.gov.il/Drugs/index.html#!/byDrug     -   

  '   25  :   03-9297100 . 
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