
PROFESSIONAL INFORMATION 

 

SCHEDULING STATUS 
S0 
 
1. NAME OF THE MEDICINAL PRODUCT 
 
BRONCHOSTOP COUGH PASTILLES 
 
2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

 
Each pastille contains: 

 
51,1 mg of Thyme herb dry extract (Thymus vulgaris L. and Thymus zygis 
L., herb) (7-13:1). Extraction solvent: water. 
4,5 mg of Marshmallow root dry extract (Althaea officinalis L.) (7-9:1). 
Extraction solvent: water. 

 
Each pastille contains sugar: maltitol (E 965) 615 mg and sorbitol (E 420) 
210 mg. 
and sweetener: sodium saccharin 2,0 mg. 

 
Excipients with known effect: 
615 mg maltitol (E 965) 
210 mg sorbitol (E 420) 
6,42 mg propylene glycol (E 1520) 
2,0 mg sodium saccharin 
0,005 mg benzyl alcohol (E 1519) 
 
For the full list of excipients, see section 6.1. 
 
3. PHARMACEUTICAL FORM 
 
Pastille. 
Round brown oral pastille with a herbal taste. 
 
4. CLINICAL PARTICULARS 
 
4.1 Therapeutic indications 
 
Traditional herbal medicinal product used to relieve a wet and chesty or 
dry and tickly cough. Relieves cough irritation and thins mucus, based on 
traditional use. 
 
The product is a traditional herbal medicinal product for use in the 
specified indication exclusively based upon long-standing use. 
 
This medicinal product is indicated in adults, adolescents and children over 
6 years of age. 
 
4.2 Posology and method of administration 
 
Posology 
Adults and children 12 years and over: 2 pastilles, every 3 to 4 hours (4 
to 6 times per day, maximum daily dose is 12 pastilles). 
Children 6 – 12 years: 1 pastille, every 3 to 4 hours (4 to 6 times per day, 
maximum daily dose is 6 pastilles).  
 
Paediatric population 
Not for use in children under the age of 6 years due to the potential 
choking hazard. 
 
Method of administration 
For oral use only. 
Allow to dissolve in the mouth through sucking. 
 
Duration of use 
Consult your healthcare provider if symptoms worsen or persist after 5 
days. 
 
4.3 Contraindications 
 
Hypersensitivity to the active substances, to other plants of the Lamiaceae 
family (e.g. Basil, Rosemary, Sage) or to any of the excipients listed in 
section 6.1. 
 
4.4 Special warnings and precautions for use 
 
Consult a doctor or qualified healthcare practitioner if dyspnoea, fever or 
purulent sputum occurs. 
 
Paediatric population 
Not for use in children under the age of 6 years due to the potential 
choking hazard. 
The medicine contains 615 mg maltitol and 210 mg sorbitol which may 
have an effect on the glycaemic control of patients with diabetes mellitus. 
 

One pastille corresponds to approximately 0,1 carbohydrate unit. This 
should be considered in patients with diabetes mellitus. 
Excessive intake of sorbitol and maltitol may have laxative effects. 
 
The medicine contains 6,42 mg of propylene-glycol in each pastille. 
 
This medicine contains 0,005 mg benzyl-alcohol in each pastille. Benzyl-
alcohol may cause allergic reactions. 
 
This medicine contains less than 1 mmol sodium (23 mg) per pastille and is 
essentially ‘sodium-free’. 
 
Absorption of concomitantly administered medicines may be delayed. As a 
precautionary measure, the medicinal product should not be taken ½ to 1 
hour before or after taking other medicinal products. 
 
Rare cases of hypersensitivity reactions, including severe reactions with 
angioedema, dyspnoea and shock that might require emergency care, have 
been observed following the use of products containing thyme. Treatment 
should be discontinued at the first sign of hypersensitivity (see also section 
4.8 Undesirable effects). 
 
Patients with a history of asthma or allergic reactions may have an 
increased risk of hypersensitivity reactions that may also be severe. These 
patients should consult with a doctor before using this product. 
 
If your symptoms worsen, or persist after 5 days, a doctor or qualified 
healthcare practitioner should be consulted. 
Do not exceed the recommended daily dosage. 
 
4.5 Interactions with other medicinal products and other forms of 
interaction 
 
No interaction studies have been performed. 
So far no interactions have become known. 
 
4.6 Fertility, pregnancy and lactation 
 
The safety in pregnancy and lactation has not been established. 
Studies on the effect on fertility have not been performed. 
 
4.7 Effects on ability to drive and use machines 
 
No studies on the effects on the ability to drive and to use machines have 
been performed. 
 
4.8 Undesirable effects 
 
The following table displays undesirable effects that have been reported 
from post-marketing experiences. 
 
Undesirable effects are listed by MedDRA system organ class and 
frequency using the following convention: 
Very common (≥ 1/10); common (≥ 1/100 to < 1/10); uncommon (≥ 1/1,000 
to < 1/100); rare (≥ 1/10,000 to <1/1,000); very rare (<1/10,000), not known 
(cannot be estimated from the available data). 
 

MedDRA System 
Organ Class 

Undesirable Effects Frequency 

Immune system 
disorders 

Anaphylactic reaction, 
hypersensitivity (including 
angioedema, dyspnoea and 
shock) (see also section 4.4) 

Not known 

Gastrointestinal 
disorders 

Nausea, vomiting, diarrhoea, 
abdominal discomfort, abdominal 
pain, gastrointestinal disorder 

Not known 

Skin and 
subcutaneous 
tissue disorders 

Rash, urticaria, pruritus Not known 

 
Undesirable effects listed under the SOCs Gastrointestinal disorders and 
Skin and subcutaneous tissue disorders can also occur as symptoms of 
hypersensitivity. 
 
Reporting of suspected adverse reactions 
Reporting suspected adverse reactions after authorisation of the medicine 
is important. It allows continued monitoring of the benefit/risk balance of the 
medicine. 
 
Healthcare providers are requested to report any 
suspected adverse drug reactions to SAHPRA via the Med Safety APP 
(Medsafety X SAHPRA) and eReporting platform (who-umc.org) found on 
SAHPRA website. 
 
 
 
 



4.9 Overdose 
 
In overdose, side effects can be precipitated and/or be of increased 
severity (see section 4.8). In the event of overdosage, consult your doctor 
or pharmacist. If neither is available, contact the nearest hospital or poison 
control centre. 
 
5. PHARMACOLOGICAL PROPERTIES 
 
5.1 Pharmacodynamic properties 
 
Pharmacotherapeutic group: Expectorants, Combinations 
ATC code: R05CA10 
 
BRONCHOSTOP COUGH PASTILLES is a traditional herbal medicinal 
product. 
 
The ingredients of thyme support the expectoration of persistent, viscous 
mucus through their secretolytic, secretomotoric and bronchospasmolytic 
properties, thereby clearing the bronchi. 
 
The essential oil of thyme herb, also present in the dry extract preparation, 
possesses antiseptic properties. 
Polysaccharides from marshmallow roots relieve irritation of mucous 
membranes and reduce peripheral tussive activity. 
 
5.2 Preclinical safety data 
 
Tests on genotoxicity have been performed with BRONCHOSTOP 
COUGH PASTILLES, several thyme herb extracts and thyme essential oil 
as well as with a marshmallow root dry extract. No mutagenicity was 
observed in the Ames tests conducted. 
 
Tests on reproductive toxicity and carcinogenicity have not been 
performed with BRONCHOSTOP COUGH PASTILLES. 
 
The preclinical data do not reveal any risk for humans. 
 
6. PHARMACEUTICAL PARTICULARS 
 
6.1 List of excipients 
 
Acacia (arabic gum) (E 414) 
Maltitol liquid (E 965) 
Sorbitol, liquid (non-crystallising) (E 420) 
Maltodextrine 
Citric acid 
Saccharin sodium 
Chokeberry flavour (propylene glycol (E 1520)) 
Fruit of the forest flavour (propylene glycol (E 1520), benzyl alcohol (E 
1519)) 
Paraffin, light liquid 
Purified water 
 
6.2 Incompatibilities 
 
Not applicable. 
 
6.3 Shelf life 
 
3 years. 
 
6.4 Special precautions for storage 
 
Store in a cool dry place at or below 25 °C. Protect from sunlight and 
moisture. 
KEEP OUT OF THE REACH OF CHILDREN. 
 
6.5 Nature and contents of container 
 
PVC / PE / PVdC Alu blister packs with 10, 20, 30 or 40 oral pastilles. 
Not all pack sizes may be marketed. 
 
7. REGISTRATION HOLDER 
 
Manufactured by: Kwizda Pharma GmbH, Effingergasse 21, A-1160 
Vienna, Austria 
 
Marketed by: iNova Pharmaceuticals (Pty) Ltd, 12E Riley Road, 
Bedfordview, 2007 
Tel: +27 11 87 0000 www.inovapharma.co.za 
 
REGISTRATION NUMBER 
Complementary Medicine: Discipline Specific Traditional Claims 
D33.6 Western Herbal Medicine 
This unregistered medicine has not been evaluated by SAHPRA for its 
quality, safety or intended use. 
 

9. DATE OF FIRST REGISTRATION / RENEWAL OF THE 
REGISTRATION 
 
N/A 
 
10. DATE OF REVISION OF THE TEXT 
 
07/2025 

http://www.inovapharma.co.za/

