PROFESSIONAL INFORMATION

Complementary Medicine
Discipline-Specific, Western Herbal
This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety or

intended use.

SCHEDULING STATUS

SO

1. NAME OF THE MEDICINE
COLDEEZ® COUGH SYRUP
Syrup

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each 2,5 ml contains

Hedera helix (English ivy) 8,75 mg
[leaf, dry extract 5,5:1 providing 48,13 mg dried

herb equivalent]

Thymus vulgaris (Thyme) 12,50 mg
[leaf, 1:10 liquid extract providing 1,25 mg dried

herb equivalent]

Althea officinalis L. (Marshmallow) 13,50 mg
[root, 10:1 extract providing 135 mg dried herb

equivalent]

Contains preservatives: Potassium sorbate 0,1 % (m/v) & Sodium benzoate 0,1 % (m/v)

Contains sugar: Honey, 1 g per 2,5 ml dose.

Each 5 ml contains:

Hedera helix (English ivy) 17,50 mg
[leaf, dry extract 5,5:1 providing 96,25 mg dried

herb equivalent]

Thymus vulgaris (Thyme) 25,00 mg
[leaf, 1:10 liquid extract providing 2,5 mg dried

herb equivalent]

Althea officinalis L. (Marshmallow) 27,00 mg
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[root, 10:1 extract providing 270 mg dried herb

equivalent]

Contains preservatives: Potassium sorbate 0,1 % (m/v) & Sodium benzoate 0,1 % (m/v)

Contains sugar: Honey, 2 g per 5 ml dose.

For a full list of excipients, see section 6.1

3. PHARMACEUTICAL FORM
Syrup

Light brown, opaque and slightly viscous.

4. CLINICAL PARTICULARS

4.1. Therapeutic indications

COLDEEZ COUGH SYRUP is indicated for use in adults and children aged 3 years and older.
COLDEEZ COUGH SYRUP contains added honey and consists of a combination of herbal
ingredients that helps to relieve a cough. It loosens and thins phlegm in the airway, making it easier to

clear from the lungs, and helps to alleviate the feeling of chest congestion.

4.2. Posology and method of administration
Posology
Adults: 5 ml three times a day.

Shake well before use.

Other medications should not be taken 30-60 minutes before or after taking this product.

Paediatric population
Use is contraindicated in children younger than three years of age (see section 4.2).
Children 3- 11 years: 2,5 ml three times a day.

Children 12 years and older: 5 ml three times a day.

Method of administration
Oral

4.3. Contraindications
o Hypersensitivity to the active ingredients or other plants of the Araliaceae (Ginseng), Malvaceae
(Mallow), or Lamiaceae (Mint) families or to any of the excipients listed in section 6.1.
e Patients with rare hereditary problems of fructose intolerance or glucose-galactose

malabsorption should not take this product.
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e Children under 3 years of age due to the risk of aggravation of respiratory symptoms.

4.4. Special warnings and precautions for use
Care should be taken in:
e Children between 3-4 years of age with a persistent or recurrent cough. A medical diagnosis is

required before treatment.

Patients experiencing dyspnoea, fever, or purulent sputum.

Patients with gastritis or a gastric ulcer.

Patients in whom symptoms persist longer than one week or worsen during the use of the

product.

Pregnancy and lactation. Safety has not been established. Use during pregnancy and lactation

is not recommended.

Patients with diabetes mellitus. This product contains 1 g of honey per 2,5 ml dose and 2 g of

honey per 5 ml dose, which may affect glycaemic control.

Concomitant use with opiate antitussives such as codeine or dextromethorphan is not

recommended. A healthcare provider should be consulted for medical advice.

4.5. Interaction with other medicines and other forms of interaction
COLDEEZ COUGH SYRUP contains Althea officinalis L. (Marshmallow) root extract, which may
delay the absorption of concomitantly administered medicines. As a precautionary measure, the

product should not be taken 30-60 minutes before or after taking other medications.

4.6. Fertility, pregnancy and lactation
Pregnancy
Safety has not been established. In the absence of sufficient data, use during pregnancy is not

recommended.
Breastfeeding
Safety has not been established. In the absence of sufficient data, use during pregnancy is not

recommended.

Fertility
No fertility data available.

4.7. Effects on ability to drive and use machines

No studies on the effect on the ability to drive and use machines have been performed.

4.8. Undesirable effects
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a) Summary of the safety profile

Use should be discontinued if a hypersensitivity reaction occurs.

b) Tabulated summary of adverse reactions

Classification Frequency Side effects

Immune system disorders Unknown Allergic reactions such as urticaria, skin

rash, dyspnoea, anaphylactic reaction.

Gastrointestinal disorders Unknown Nausea, vomiting, diarrhoea

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 increased by severity (see section 4.8).

An overdose can provoke nausea, vomiting, diarrhoea, and agitation.

Treatment of overdosage is symptomatic and supportive.

5. PHARMACOLOGICAL PROPERTIES
5.1. Pharmacodynamic properties
Complementary Medicine

D33.6 Discipline-Specific, Western Herbal

5.2. Pharmacokinetic properties

The pharmacokinetic properties have not been established.

6. PHARMACEUTICAL PARTICULARS
6.1. List of excipients

Honey

Glycerol

Sodium benzoate

Potassium sorbate

Honey flavour

Xanthan Gum

Citric acid monohydrate

Purified water
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6.2. Incompatibilities

Not applicable

6.3. Shelf life

2 years

6.4. Special precautions for storage
Store in a cool, dry place, at or below 25 °C.

Protect from light.

6.5. Nature and contents of container
Amber glass bottle, with white tamper-proof cap and measuring cup, placed in an outer carton. The

bottle contains 150 ml of light brown, opaque, slightly viscous, and sweet-tasting honey-flavoured

syrup.

Pack size: 150 ml

Not all pack sizes may be marketed.

6.6. Special precautions for disposal

No special requirements.

7. PROSPECTIVE HOLDER OF CERTIFICATE OF REGISTRATION
Talo Consumer Solutions (Pty) Ltd

30 Bell Crescent

Hennopspark Ext 7

Centurion

0172

8. REGISTRATION NUMBER

To be allocated.

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
To be allocated.

10. DATE OF THE REVISION OF TEXT
January 2026
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