
Azelastine and Fluticasone Furoate combination Nasal Spray in Allergic Rhinitis

Ÿ Allergic rhinitis (AR) is a global health problem affecting as many as 500 million people worldwide and a major cause of  morbidity, 
1,2medical costs, and deficits in work, school, and leisure activities.

3
Ÿ Clearly, it's time for new and more effective allergic rhinitis treatments.

Ÿ Intranasal corticosteroids may be considered as initial therapy for AR in patients with more severe symptoms, particularly nasal 
4congestion.

Ÿ Intranasal sprays are recommended as targeted therapy for AR as they provide 
s direct delivery of  medication to the nasal mucosa
s reduce the potential for systemic adverse effects

5
s decrease burden of  disease, and improves quality of  life.  

Ÿ Azelastine hydrochloride is an effective, rapid-acting, and well-tolerated second-generation intranasal antihistamine used for 
6treatment of  both seasonal allergic rhinitis (SAR) and nonallergic vasomotor rhinitis (VMR).

Ÿ Azelastine nasal spray offers a rapid onset of  action (15 min) and flexibility of  both dose (i.e., one or two sprays/nostril twice daily) as 
well as dosage (i.e., fixed or as needed). Compared with other agents used to treat allergic rhinitis, azelastine nasal spray exhibits 
superior efficacy to oral antihistamines (e.g., desloratadine and cetirizine), other intranasal antihistamines (e.g., levocabastine) and 
the intranasal corticosteroid mometasone furoate, and comparable efficacy to the potent intranasal corticosteroid fluticasone 

7propionate (FP).

Ÿ Clinical studies demonstrated that azelastine nasal spray can improve symptoms of  SAR in patients who remained symptomatic 
after treatment with oral antihistamines and that azelastine nasal spray in combination with fluticasone nasal spray provided 

6significantly (p < 0.05) greater relief  than either agent alone in patients with SAR.

Ÿ Fluticasone furoate (FF) is a novel enhanced-affinity glucocorticoid approved by the Food and Drug Administration (FDA) for the 
treatment of  symptoms of  seasonal allergic rhinitis (SAR) and perennial allergic rhinitis (PAR) in adults and children two years of  

8age and older.

Ÿ Results of  randomized, double-blind, placebo-and comparator-controlled studies demonstrate that fluticasone furoate nasal spray 
provides comprehensive coverage of  both nasal and ocular symptoms in seasonal allergic rhinitis caused by a variety of  pollen types. 
It has also been demonstrated effective for nighttime symptoms of  seasonal allergic rhinitis in two randomized, double-blindstudies. 

9With once-daily dosing, symptom coverage is maintained throughout the 24-hour dosing interval.

A combination of Azelastine and Fluticasone furoate may offer a better relief for patients in moderate to severe symptoms of 
Allergic Rhinitis.
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Azelastine HCl 140mcg + Fluticasone Furoate 27.5mcg

Fluticasone propionate for use in Seasonal Allergic Rhinitis  

Ÿ Fluticasone propionate aqueous nasal spray (FP) is an intranasal steroid commonly used for treating Allergic Rhinitis in adults and 
children.

1
Ÿ FP is effective for improving both nasal and ocular symptoms associated with SAR.

2
Ÿ Fluticasone propionate is approved by the USFDA for the treatment of  Non-Allergic Rhinitis (NAR).

Ÿ In a double-blind, placebo-controlled, parallel-group trial including 610 moderate-to-severe SAR patients (≥12 years old), 
Intranasal FP (50µg/spray) had comparable efficacy to Intranasal AZE (137µg/spray; both 1 spray/nostril b.i.d.) in symptom 

3control.  

Ÿ A double-blind, double-dummy, parallel-group study in patients with SAR [(fluticasone propionate (n = 367) or montelukast (n = 
369)] showed that fluticasone propionate nasal spray 200/day provided significantly greater improvement in daytime and 

4nighttime SAR symptoms compared with 10 mg daily montelukast.  

Ÿ In a multi-centre, double-blind, double-dummy, randomized study, once-daily fluticasone propionate (FP) aqueous nasal spray 
200 µg clinically and statistically significant decreased ocular symptom scores compared with vehicle placebo in 471 SAR patients.

 
5

s FP reduced ocular symptoms more than or comparable with oral Loratidine 10 mg.

Ÿ In a European multicentre study, 143 children with seasonal allergic rhinitis were recruited: 47 received FPANS 100/200 µg o.d 
(n=47/46) and 50 patients received placebo o.d, for 4 weeks. 

Ÿ
s Patients receiving FPANS 100 or 200 µg demonstrated statistically significant improvements in median nasal symptom scores 

in all the symptoms recorded, when compared with placebo. 
s
s Use of  rescue antihistamine medication was significantly reduced in the FPANS 100 micrograms group when compared with 

6placebo.  

Ÿ Results of  an 8-week, double-blind, placebo-controlled study in 32 subjects with perennial allergic rhinitis treated with placebo or 
fluticasone (200 µg/day), showed an improved subjective sleep compared with placebo (p = 0.04) but there was no difference in 

7the apnea/hypopnea index.

s Daytime sleepiness and fatigue were decreased by >10% in the treated group. 
s

Ÿ Intranasal FP is an effective treatment for perennial non-allergic rhinitis with or without nasal eosinophilia (NARES or non-   
8NARES).

Mometasone Furoate Nasal Spray for Allergic Rhinitis, Rhinosinusitis and Nasal Polyps 

Ÿ Mometasone furoate, a potent, topically active, synthetic, 17-heterocyclic corticosteroid was originally introduced for the 
treatment of  dermatological conditions. 

Ÿ Subsequently, Mometasone furoate aqueous nasal spray (MFNS) was shown to be effective in several inflammatory conditions of  
the upper respiratory tract, including Allergic Rhinitis (AR) and non-AR, nasal polyps adenoidal hypertrophy and uncomplicated 

1Rhinosinusitis.  

Ÿ Results of  a Meta-analysis of  16 trials including 2998 participants (1534 received MFNS and 1464 placebo) showed that 
Mometasone furoate nasal spray was associated with a significant reduction in Total non-nasal symptom scores (TNSS) (SMD -

20.49, p < 0.00001; I  = 50.1%). 
s A significant effect for nasal stuffiness/congestion (-0.41), rhinorrhoea (-0.44), sneezing (-0.40) and nasal itching (-0.39; Figure 

11) was also demonstrated. Adverse events frequency was similar in both groups.
Ÿ In acute rhinosinusitis (ARS) MF is used as mono-therapy or as adjuvant to antibiotics for reducing the recurrence rate, and 

decrease the usage of  related prescriptions and medical consultations. 
Ÿ In chronic rhinosinusitis (CRS) with Nasal polyposis, MF reduces polyps size, nasal congestion, improves quality of  life and sense 

2of  smell.  
Ÿ A randomized, double-blind study evaluated MFNS 200 μg twice per day (BID) vs placebo in Chinese adults (n=748) with 

bilateral nasal polyps (graded as 1, 2, or 3 by the investigator). A 14-day placebo run-in period was followed by a 16-week 
treatment period with MFNS 200 μg BID vs. placebo (1:1 ratio; MFNS-375/Placebo-373). 

Mometasone Furoate 50mcg  
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Figure 1. Outcome: individual nasal symptom scores.

Fluticasone Propionate 50mcg

The American Academy of  Allergy, Asthma, and Immunology (AAAAI) and the American College of  Allergy, Asthma, 
10and Immunology (ACAAI) 2017 guideline update recommendations for the initial treatment of  SAR.

For initial treatment of  nasal symptoms of  seasonal allergic rhinitis in patients ≥ 12 years of  age, clinicians:
Ÿ Should routinely prescribe monotherapy with an intra nasal corticosteroid rather than a combination of  an  intra nasal corticosteroid with 

an oral antihistamine.
Ÿ Should recommend an intra nasal corticosteroid over a leukotriene receptor antagonist (for ≥ 15 years of  age).
Ÿ For moderate to severe symptoms, may recommend the combination of  an intra nasal corticosteroid and an  intranasal antihistamine.



s The between-treatment difference in least squares (LS) mean change from baseline in nasal congestion/obstruction over 4 weeks 
of  treatment was -0.14 (p = 0.0007) and for total polyp size score at week 16 was -0.30 (p < 0.0001) for MFNS vs. placebo 
respectively.

3
s MFNS was effective and well tolerated in this population of  adult, Chinese patients with Nasal Polyps.

Ÿ Mometasone furoate nasal spray (MFNS) has been on the market for two decades and has high effectiveness, an excellent 
4safety profile and underlined by 20 years of  worldwide prescriptions.  

INDICATIONS 
1. Treatment of  Nasal Symptoms of  Allergic Rhinitis in patients ≥2 years of  age 
2. Treatment of  Nasal Congestion Associated with Seasonal Allergic Rhinitis in patients ≥2 years 
of  age 
3. Prophylaxis of  Seasonal Allergic Rhinitis in patients ≥12 years of  age 
4. Treatment of  Nasal Polyps in patients ≥18 years of  age 

DOSAGE AND ADMINISTRATION 
For Intranasal Use Only
Treatment of  Nasal Symptoms of  Allergic Rhinitis 
Adults & Adolescents (12 yrs and older): 2 sprays in each nostril once daily
Children (2-11 yrs.): 1 spray in each nostril once daily
Treatment of  Nasal Congestion associated with Seasonal Allergic Rhinitis 
Adults & Adolescents (12 yrs and older): 2 sprays in each nostril once daily
Children (2-11 yrs): 1 spray in each nostril once daily
Prophylaxis of  Seasonal Allergic Rhinitis 
Adults & Adolescents (12 yrs. and older): 2 sprays in each nostril once daily
Treatment of  Nasal Polyps 
Adults (18 yrs. and older): 2 sprays in each nostril twice daily. 
2 sprays in each nostril once daily may also be effective in some patients.

2019

Fluticasone Propionate 50mcg

INDICATIONS 
Seasonal Allergic Rhinitis 
It is recommended for the treatment of  
persistent, moderate to severe symptoms of  
Seasonal Allergic Rhinitis in adults and 
adolescents above 12 years of  age.

DOSAGE 
For Intranasal Use Only 
The recommended dosage of  WINKAST AZ 
nasal spray is 1 spray in each nostril twice daily.

Azelastine HCl 140mcg + Fluticasone Furoate 27.5mcg

Mometasone Furoate 50mcg  
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INDICATIONS 
In adults and pediatric patients 4 years of  age and older for
Ÿ Seasonal Allergic Rhinitis (including hay fever)
Ÿ Perennial  Allergic and non-allergic rhinitis 

DOSAGE AND ADMINISTRATION 
For intranasal use only
 Recommended starting dosages:
• Adults: 2 sprays per nostril once daily (200 mcg per day)
• Adolescents and children aged 4 years and older: 1 spray 
per nostril once daily (100 mcg per day)

Fluticasone Propionate 50mcg

Mometasone Furoate 50mcg  

Nasal Spray range for effective relief 
in Allergic Rhintis and Rhinosinusitis

Azelastine HCl 140mcg + Fluticasone Furoate 27.5mcg


