PROFESSIONAL INFORMATION FOR
MELUCA TEA TREE OIL

COMPLEMENTARY MEDICINE
Western Herbal Medicine
This unregistered medicine has not been evaluated by the SAHPRA for its
quality, safety or intended use.

SCHEDULING STATUS

1. NAME OF THE MEDICINE
MELUCA TEA TREE OIL, 100 %, Concentrate for topical/mucosal solution.

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each 1 mL contains:

Melaleuca alternifolia (Maiden and Betche) Cheel (Tea Tree) leaf oil 100 %
[Leaf oil obtained from steam distillation of the leaves and terminal
branchlets]

Sugar free.
For full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Concentrate for topical/mucosal solution.
Colourless to pale yellow liquid with a characteristic piney odour.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

MELUCA TEA TREE OIL is an antiseptic with antibacterial, antifungal, antiviral
and anti-inflammatory properties.

Used for:

e General protection and support of skin hygiene.

» Treatment of superficial wounds (minor cuts, abrasions and burns).
e Insect bites and stings.

»  Small boils, mild acne and pimples.

e Nail infections.

» Relief of itching and irritation associated with athletes’ foot.

e Gargle for symptomatic treatment of minor inflammation of the oral mucosa.

o Steam inhalation for blocked nose and sinuses.

4.2 Posology and method of administration

Posology

For superficial wounds, cuts, abrasions, insect bites/stings, boils, nail infections
and athletes’ foot:

Apply 1drop undiluted oil to the affected area 1—3 times daily.

(Children under 12 years: refer below).

To treat larger areas of affected skin:
2 —10 drops in 20 mL water and apply 1— 3 times daily.

To treat mild acne and pimples:
20 drops in 10 mL water and apply 1— 3 times daily.

As a mouth rinse or gargle for inflamed oral mucosa (lining of the mouth):
5 drops in 100 mL water and rinse/gargle several times daily (do not swallow).

As an inhalation for blocked nose and sinuses:
2 drops in 500 mL steaming water and inhale the steam.

Paediatric population

» Do not use in children under the age of 2 years (see section 4.3)

e Do not use undiluted oil on children under 12 years. Skin patch test prior to
use (see section 4.4).

4.3 Contraindications
e Hypersensitivity to Melaleuca (Tea Tree) or to colophony.
e Children under the age of 2 years.

4.4 Special warnings and precautions for use

e If symptoms worsen a doctor or health care provider should be consulted.

» Do not apply plasters on the treated area.

e If arash develops discontinue use.

* Not to be used in eyes or ears.

« If fever, signs of exacerbating skin infection or severe acne are observed, a
health care provider should be consulted.

e For the eradication of a fungal infection a health care provider should be
consulted.

« Not to be swallowed.

Paediatric population
» Do not use undiluted oil on children under 12 years. Skin patch test prior to
use.

4.5 Interactions with other medicines and other forms of interaction
No interaction studies have been performed.

4.6 Fertility, pregnancy and lactation

Pregnancy

The safety of this product during pregnancy has not been established. In the
absence of sufficient data, the use of MELUCA TEA TREE OIL during pregnancy
is not recommended.

Breastfeeding

The safety of this product during lactation has not been established. In
the absence of sufficient data, the use of MELUCA TEA TREE OIL during
breastfeeding is not recommended.

Fertility
No data on male and female fertility is available.

4.7 Effects on ability to drive and use machines
No known influence on the ability to drive or use machinery.

4.8 Undesirable effects
Tabulated summary of adverse reactions

System Organ Class Frequency Adverse reactions

Immune system
disorders

Frequency unknown Hypersensitivity (see
section 4.3)

Allergic reaction,

e.g. adverse skin
reactions (see Skin and
subcutaneous tissue

disorders)

Skin and subcutaneous Burn-like skin reactions

tissue disorders

Less frequent

Frequency unknown Smarting pain, mild
pruritus, burning
sensation, irritation,
itching, stinging,
erythema, oedema
(contact dermatitis)

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. Health care providers are asked to report any suspected adverse
reactions to SAHPRA via the 6.04 Adverse Drug Reaction Reporting Form, found
online under SAHPRA's publications: https://www.sahpra.org.za/Publications/
Index/8

In addition, side-effects can also be reported to info@pharmacorp.co.za.

4.9 Overdose
In overdose, side effects can be precipitated and/or be of increased severity
(see section 4.8).

Accidental ingestion may cause central nervous system depression and muscle
weakness. However, in adults these symptoms generally resolve within 36 hours.

If ingestion occurs, the patient should be monitored, and standard supportive
treatment applied as required.

In children, ingestion of Tea Tree oil is a medical emergency requiring immediate
hospital treatment and respiratory support.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Category and class: D33.6 Western Herbal Medicine

Pharmacodynamic effects

The components of Tea Tree oil, particularly terpinen-4-ol and a-terpineol,
mediate antimicrobial and antifungal actions. Components of Tea Tree oil is
known to have antiviral activity. The water-soluble components of Tea Tree
oil are capable in inducing anti-inflammatory actions; terpinen-4-ol modulates
the vasodilation and plasma extravasation associated with histamine-induced
inflammation.



6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients
None

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
24 months

6.4 Special precautions for storage
Store at or below 25 °C.

Protect from light.

Store in the original package/container.

6.5 Nature and contents of container
MELUCA TEA TREE OIL is packed in an amber glass bottle, HDPE dropper and a
screw cap with a tamper evident seal.

Pack sizes: 10 mL and 25 mL.
Not all pack sizes may be marketed.

6.6 Special precautions for disposal
No special requirements.
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