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Reddish pink to pink coloured, viscous liquid containing flavoured syrupy base. 
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4.5 Interaction with others medicinal products and other forms of Interactions Ambroxol 

Hydrochloride  

Combination of ambroxol oral solution with cough suppressants can, due to suppressed 
cough reflex, cause serious obstruction of the airways.  
Administration of ambroxol with antibiotics (amoxicillin, cefuroxim, and erythromycin) 
leads to increase of antibiotics concentrations in mucus.  
No clinically relevant unfavourable interactions with other medications have been 
reported.  

Salbutamol Sulfate  

Salbutamol and non-selective beta-blocking drugs, such as propranolol, should not 
usually be prescribed together.  

Guaifenesin  

If urine is collected within 24 hours of a dose of the medicinal product, a metabolite 
of guaifenesin may cause a colour interference with laboratory determinations of 
urinary 5-hydroxyindoleacetic acid (5-HIAA) and vanillylmandelic acid (VMA). 
Guaifenesin may increase the rate of absorption of paracetamol.  

4.6 Pregnancy and Lactation Pregnancy  

No evidence of harmful effects found on the foetus during pregnancy.  

Guaifenesin has been linked with an increased risk of neural tube defects in a small 
number of women with febrile illness in the first trimester of pregnancy. The product 
should be used in pregnancy only if the benefits outweigh this risk. Breast-feeding 
salbutamol & Ambroxol is probably secreted in breast milk its use in nursing mothers 
requires careful consideration.  

4. 7 Effects on ability to drive and use 

machinesNone.  

4.8 Undesirable Effects Ambroxol 

Hydrochloride  
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Gastrointestinal side-effects like epigastric pain, gastric fullness may occur 
occasionally. Rarely allergic responses such as eruption, urticaria or angioneurotic 
edema may occur.  
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Salbutamol Sulfate  

Common side effects: Tremor, headache, Tachycardia. Guaifenesin  

Dizziness, Drowsiness, Decreased uric acid levels, Stomach pain, Nausea, Vomiting 

Headache, Rash  

5. Pharmacological properties 

5.1 Pharmacodynamics  

Ambroxol Hydrochloride  

Pharmacotherapeutic group: Mucolytics, A TC code: R05CB06  

It plays an important role in the body's defence mechanisms and resulting in more 
productive cough. The pharmacological effect is exerted on mucus quality, ciliary 
function and the production of alveolar surfactant. It clears granules of mucus that have 
already formed, normalizes secretion viscosity and finally regularizes the activity of the 
tubuloacinar glands in the respiratory tract. It increases the speed of transport of 
secretion produced and finally normalizes respiratory tone, improving expectoration  

Salbutamol Sulfate  

Pharmacotherapeutic group: Andrenergics, inhalants. Selective beta-2-andrenoreceptor 
agonists, ATC code: R03AC02  
Salbutamol is a selective 2-agonist providing short-acting ( 4-6 hour) bronchodilation 
with a fast onset (within 5 minutes) in reversible airways obstruction. At therapeutic 
doses it acts on the 2-adrenoceptors of bronchial muscle. With its fast onset of action, it 
is particularly suitable for the management and prevention of attack in asthma.  

Guaifenesin  

Pharmacotherapeutic group: Expectorants, ATC Code: R05CA03  

Guaifenesin is reported to reduce the viscosity of tenacious sputum and is used as an 
expectorant. The active ingredient is not known to cause sedation.  

5.2 Pharmacokinetics  

Ambroxol Hydrochloride  

Ambroxol is almost completely absorbed after oral administration. Tmax is 1-3 hours. It 
is extensively bound to plasma proteins (90% ). Half-time of ambroxol in plasma is 7- 



 

RESPIMAX (Ambroxol Hydrochloride, Salbutamol Sulfate and Guaifenesin Syrup)  

12 hours. Its metabolites in plasma is about 22 hours. It could cross the amniotic fluid 
and placenta, secreted in breast milk, and metabolized in the liver. It metabolizes under 
first pass metabolism. About 90% of ambroxol and its metabolites are eliminated 
through the kidneys. Less than 10% of ambroxol is eliminated unchanged by the kidneys. 
In patients with severe hepatic impairment clearance of ambroxol lowers 20 40% and 
accumulation of ambroxol metabolites is to be expected.  
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Store in cool dry place below 30° C, Protect from light.  

6.5 Nature and contents of container  

100ml amberP ET bottle packed in a carton along with a leaflet  

7. Marketing Authorisation holder 

BEKRAPHARMA UKLTD.  

13/091, Lavington Road,  

Beddington,  

LONDON.  

UNITED KINGDOM  

8. Marketing Authorization Number 

------ 

9. Date of first authorization/renewal of the authorization 

------ 

10. Date of revision of the text January 15th, 2019 
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