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PROFESSIONAL INFORMATION FOR 
BECLATE AQUANASE 

 

SCHEDULING STATUS 

 

 

1. NAME OF THE MEDICINE  

BECLATE AQUANASE (aqueous nasal spray)  

 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION  

Each metered spray contains 50 µg beclomethasone dipropionate.  

Preservatives:  

Benzalkonium chloride 0,01 % v/v  

Phenyl ethyl alcohol 0,25 % v/v.  

Contains sugar (glucose 500,0 mg/10 ml)  

 

For a full list of excipients, see section 6.1.  

 

3. PHARMACEUTICAL FORM  

Nasal spray  

A white homogenous, redispersable suspension. 

 

 

S2 
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4. CLINICAL PARTICULARS 

4.1 Therapeutic indications  

BECLATE AQUANASE is indicated for the treatment of the symptoms of seasonal 

allergic rhinitis, including hay fever.  

 

4.2 Posology and method of administration  

Posology 

Adults and children over 12 years of age:  

One metered dose (50 μg) in each nostril, two to four times a day.  

Alternatively, a dosage of two metered doses (100 μg) into each nostril twice daily can 

be used. The total daily recommended dose is 200 μg/ nostril/ day.  

 

Method of administration 

BECLATE AQUANASE aqueous nasal spray is for administration through the nasal 

route only.  

 

4.3 Contraindications  

• Patients with hypersensitivity to beclomethasone dipropionate or any of the 

components of  BECLATE AQUANASE. 

• Sever nasal infection, especially candidiasis. 

• Untreated fungal, bacterial or viral infections,  

• Tuberculosis, ocular herpes simplex, unhealed nasal wounds.  
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• Bleeding tendencies or a history of recurrent nasal bleeding.  

• Children under the age of 6 years.  

• Safety of beclomethasone dipropionate in pregnancy has not been established. 

(see  section 4.6). 

 

4.4 Special warnings precautions for use  

Systemic effects of nasal corticosteroids may occur, particularly when high doses are 

prescribed for prolonged periods. The likelihood of these systemic effects are however 

less likely to occur with nasal preparations than oral corticosteroids. Possible systemic 

effects may include Cushing's syndrome, Cushingoid features, adrenal suppression, 

growth retardation in children and adolescents, cataracts and glaucoma. More rarely, a 

range of psychological or behavioural effects including psychomotor hyperactivity, sleep 

disorders, anxiety, depression or aggression especially in children may occur. 

Growth retardation has been reported in children receiving 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.  

 

Clinically significant adrenal suppression may occur with treatment higher than the 

recommended dose. If there is evidence of higher than recommended doses being 
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used, then additional systemic corticosteroid cover should be considered during periods 

of stress or elective surgery. 

 

If the patient is particularly sensitive or has recently used systemic adrenocorticoids 

prior to using BECLATE AQUANASE, the patient may also be predisposed to 

hypercorticism. 

Patients on high doses should be assessed periodically for signs of systemic 

absorption.  

 

Caution is needed when transferring patients from systemic steroids to BECLATE 

AQUANASE if there is any reason to suppose that their adrenal function has been 

impaired. Patients using BECLATE AQUANASE over several months or longer should 

be examined periodically due to possible changes in the nasal mucosa. If localised 

infection of the nose and pharynx develops, appropriate treatment must be instituted or 

treatment be discontinued. 

 

BECLATE AQUANASE should not be used continuously for longer than  

3 months. 

 

Infections of the nasal passages and paranasal sinuses should be appropriately treated 

but do not constitute a specific contra-indication.  

Care should be taken to avoid exposure to viral infections. 
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In certain cases, heavy challenge of summer allergens may necessitate appropriate 

additional therapy particularly to control eye symptoms. 

 

In the case of recent injury, nasal surgery or ulceration, it is advised to seek medical 

advice. 

 

BECLATE AQUANASE withdrawal should always be gradual since an abrupt 

withdrawal or reduction of dosage of exogenous corticosteroids can produce a 

hypoadrenal state.  

 

Replacement of systematic steroid treatment with intranasal therapy may unmask 

allergies such as allergic asthma or eczema previously controlled by the systemic 

drug. These allergic conditions should be appropriately treated. 

 

BECLATE AQUANASE contains 0,01 % v/v benzalkonium chloride in each spray.  

 

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

used for a long time. Benzalkonium chloride may cause wheezing and breathing 

difficulties (bronchospasm), especially if the patient has asthma.  

 

Visual Disturbance 

Visual disturbance may be reported with systemic and topical corticosteroid use. If a 

patient presents with symptoms such as blurred vision or other visual disturbances, 
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the patient should be considered for referral to an ophthalmologist for evaluation of 

possible causes, which may include cataract, glaucoma or rare diseases such as 

central serous chorioretinopathy (CSCR) which have been reported after use of 

systemic and topical corticosteroids.  

 

4.5 Interaction with other medicines and other forms of interaction 

No information on interactions is available.  

Significant medical interactions are unlikely to occur with the usual doses of BECLATE 

AQUANASE. If used in high doses over a long time, systemic absorption may occur and 

subsequently some of the interactions seen with systemic corticosteroids.  

 

4.6 Fertility, pregnancy and lactation 

Safety of BECLATE AQUANASE in pregnancy has not been established (see section 

4.3). 

Corticosteroids have been shown to be teratogenic in animals following topical 

application. As these medicines may be absorbed systemically, teratogenicity following 

topical application of BECLATE AQUANASE cannot be excluded. Therefore, BECLATE 

AQUANASE should not be used during pregnancy, or lactation.  

 

Administration of corticosteroids to pregnant animals can cause abnormalities of foetal 

development including cleft palate and intra-uterine growth retardation. There may 

therefore be a very small risk of such effects in the human foetus. It should be noted, 

however, that the foetal changes in animals occur after relatively high systemic 
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exposure. BECLATE AQUANASE delivers beclomethasone dipropionate directly to the 

nasal mucosa and so minimises systemic exposure.  

 

Breast-feeding 

No specific studies examining the transference of beclometasone dipropionate into the 

milk of lactating animals have been performed. It is reasonable to assume that 

beclometasone dipropionate is secreted in milk but at the dosages used for direct 

intranasal administration there is low potential for significant levels in breast milk. The 

use of beclomethasone dipropionate in mothers breast feeding their babies requires that 

the therapeutic benefits of the drug be weighed against the potential hazards to the 

mother and baby.  

 

4.8 Undesirable effects 

Infections and infestations: 

Frequent: Candidiasis-pharyngeal or nasal, oesophageal candidiasis.  

Less frequent:   Fever.  

 

Immune system disorders: 

Less frequent: Hypersensitivity reactions including rashes, urticaria, pruritus 

and erythema, oedema of the eyes, face, lips, tongue and 

throat, dyspnoea or bronchospasm, watery eyes, and 

anaphylactoid or anaphylactic reactions. 

Frequency unknown: Intolerance to adrenocorticoids. 
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Endocrine disorders: 

Less frequent Adrenal suppression, hypercorticism, hyperglycaemia. 

 

Psychiatric disorders: 

Less frequent:  Aggressive reactions, anxiety, behavioural changes, 

depression, psychosis, restlessness.  

 

Nervous system disorders: 

Less frequent:  Dizziness, headache, lethargy, lightheadedness, unpleasant 

taste, unpleasant smell, syncope.  

 

Eye disorders: 

Less frequent: Increased intra-ocular pressure, glaucoma or cataract 

formation. 

Frequent unknown: Vision, Blurred (see section 4.4).  

 

Vascular disorders: 

Less frequent:  Palpitations or tachycardia, hypertension, rectal 

haemorrhage.  

 

Respiratory, thoracic and mediastinal disorders: 
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Frequent: Nasal discomfort, transient burning, nasal dryness, throat 

dryness, nasal irritation, throat irritation, sneezing, cough 

and epistaxis. 

Less frequent: Nasal septum perforation, inner nose crusting, sore throat, 

ulceration of nasal mucosa, cough, hoarseness, rhinorrhoea, 

nasal congestion, rhinitis, bronchospasm, pneumonia, 

dyspnoea.  

Frequency unknown: Pulmonary eosinophilia. 

 

Gastrointestinal disorders: 

Less frequent:  Nausea or vomiting, stomach pain, gastroenteritis. (3: B10) 

 

Skin and subcutaneous tissue disorders: 

Less frequent:  Rash, urticaria, numbness.  

 

Musculoskeletal, connective tissue and bone disorders: 

Frequency unknown: Suppressed bone formation. Loss of bone marrow density 

from the hip. Decreased growth in children. 

 

Renal and urinary disorders: 

Less frequent:  Cystitis.  

 

Reproductive system and breast disorders: 



Cipla Medpro (Pty) Ltd. Beclate Aquanase (nasal spray) 1.3.1.1  Page 10 of 14 

                                                                  Post-reg-cl-update (0003)                                             05 January 2022 

                                                                                                                                                                 UM  

 

Less frequent:  Menstrual changes. (3: B13) 

 

General disorders and administrative site conditions: 

Less frequent:  Chest pain, malaise, loss of taste or smell. (3: B14) 

Frequency unknown:  Impaired wound healing. 

 

4.9 Overdose  

The use of large amounts of BECLATE AQUANASE over a short time period may lead 

to suppression of hypothalamic-pituitary-adrenal (HPA) function. 

Treatment is symptomatic and supportive.  

 

Symptoms of chronic overdosing include acneform lesions; Cushing’s syndrome 

(fullness or rounding of face) and menstrual changes.  

 

Withdraw BECLATE AQUANASE gradually to avoid precipitation of acute adrenal 

insufficiency. Treatment should be symptomatic and supportive.  

 

5. PHARMACOLOGICAL PROPERTIES 

5.1 Pharmacodynamic properties 

A. 21.5.1. Corticosteroids and analogues. 

 

Pharmacodynamic effects  
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Beclomethasone dipropionate is a synthetic glucocorticoid with local anti-inflammatory 

action within the respiratory tract.  

 

Following topical administration beclomethasone 17, 21­dipropionate (BDP) produces 

anti-inflammatory and vasoconstrictor effects. 

Beclomethasone 17, 21­ dipropionate (BDP) is a pro­drug with weak corticosteroid 

receptor binding affinity. It is hydrolysed via esterase enzymes to the highly active 

metabolite beclomethasone ­17­monopropionate (B­17­MP), which has high topical anti-

inflammatory activity.  

 

5.2 Pharmacokinetic properties  

Absorption  

The absolute bioavailability of B-17-MP, following intranasal administration of BDP is 44 

% and < 1 % of the dose is absorbed by the nasal mucosa. The remainder cleared from 

the nose by either mucocilary clearance or drainage, is available for absorption from the 

gastrointestinal tract. Plasma B­17­MP is almost entirely due to conversion of 

beclomethasone dipripionate absorbed from the swallowed dose. 

Absolute bioavailability of the active metabolite (B-17-MP) is 41 %, following oral 

administration of beclomethasone dipripionate.  

 

B­17­MP is absorbed slowly following an oral dose, and peak plasma levels are reached 

3­5 hours after dosing.  
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Metabolism 

Following oral or intranasal dosing BDP, is cleared very rapidly from the circulation and 

plasma concentrations are undetectable (< 50 pg/ml). The majority of the swallowed 

portion of BDP, is metabolized during its first passage through the liver. The main 

product of metabolism is the active metabolite (B­17­MP). Minor inactive metabolites, 

beclomethasone­21­monopropionate (B­21­MP) and beclomethasone (BOH), are also 

formed but these contribute little to systemic exposure. 

 

Distribution 

The tissue distribution at steady­state for BDP is moderate but more extensive for 

B­17­MP. Plasma protein binding of BDP is moderately high (87 %). 

 

Elimination 

The elimination of BDP and B­17­MP are characterised by high plasma clearance  

(150 and 120 L/h) with corresponding terminal elimination half-lives of 0,5 h and 2,7 h. 

Approximately 60 % of the dose was excreted in the faeces mainly as free and 

conjugated polar metabolites, within 96 hours following oral administration of tritiated 

BDP. Approximately 12 % of the dose was excreted as free and conjugated polar 

metabolites in the urine.  

 

6. PHARMACEUTICAL PARTICULARS  

6.1 List of excipients 

Glucose (anhydrous) 
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Microcrystalline cellulose + carboxy methyl cellulose sodium  

Polysorbate 80  

Phenyl ethyl alcohol 0,25 % v/v. 

Benzalkonium chloride 0,01 % v/v  

Water for injection  

 

6.2 Incompatibilities 

Not applicable.  

 

6.3 Shelf life 

36 months.  

 

6.4 Special precautions for storage  

BECLATE AQUANASE should be stored at or below 25 °C, and should not be 

refrigerated. Protect from light.  

  

6.5 Nature and contents of container  

10 ml amber glass vial fitted with a metering atomising pump and nasal adaptor.  

Each vial contains 7,5 ml of nasal spray (150 doses).  

 

6.6 Special precautions for disposal  

No special requirements.  
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7. HOLDER OF CERTIFICATE OF REGISTRATION  

CIPLA MEDPRO (PTY) LTD. 

Rosen Heights,  

Pasita Street,  

Rosen Park,  

Bellville,  

7530.  

RSA 

 

8 REGISTRATION NUMBER:  

30/21.5.1/0079  

 

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION  

06 February 1996 

 

10 DATE OF REVISION OF THE TEXT  

05 January 2022  

 

 


