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0.	D.SP.NO.
-

1.	NAME OF THE MEDICINAL PRODUCT
Ilon

2.	QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substances
1 g of the ointment contains:
12 mg of Eucalyptus species, aetheroleum (eucalyptus oil)
54 mg of Larix decidua Mill., balsamum (larch turpentine)
72 mg of Pinus pinaster Aiton and/or Pinus massoniana D.Don., aetheroleum (turpentine oil) 

Excipient with known effect
Butylhydroxytoluene (contained in turpentine oil)

For the full list of excipients, see section 6.1.

3.	PHARMACEUTICAL FORM
Ointment for cutaneous use
Light-green, transparent, homogeneous ointment with characteristic odour of essential oils and turpentine oil.


4.	CLINICAL PARTICULARS

4.1	Therapeutic indications
Traditional herbal medicinal product used for the treatment of mild, circumscribed purulent skin inflammations such as purulent nodules, folliculitis and inflammations of the perspiratory glands.

The product is a traditional herbal medicinal product for use in the specified indication exclusively based upon long-standing use.
Ilon is indicated in adults, adolescents and children over 6 years of age.

4.2	Posology and method of administration

Posology

Adults, adolescents and children over 6 years of age.

2-3 cm of Ilon should be applied once daily on the inflamed skin area.  

Paediatric population
The use in children under 6 years of age has not been established due to lack of adequate data (see section 4.4).

Ilon is contraindicated in children under 30 months of age or in children with history of seizures (that may or may not be associated with fever) (see Section 4.3).  

Method of administration

For cutaneous use.
The inflamed skin area needs to be cleaned carefully, preferably with alcohol or any other disinfectant, before applying the ointment. Any pressure on the inflammation site should be avoided. 
Depending on the extension of the inflamed tissue area, 2-3 cm of ointment should be applied daily on the affected area and then covered with a dressing.
The dressing should be changed daily.

Duration of use
For a successful treatment result it may be necessary to apply Ilon for at least 3 days. 
If the symptoms persist longer than 3 days during the use of the medicinal product, a doctor should be consulted (see section 4.4). 

4.3	Contraindications
· Hypersensitivity to the active substances or to any of the excipients listed in section 6.1.
· Children under 30 months of age, because there is a risk that 1,8-cineole containing preparations, like other essential oils, can induce laryngospasm. 
· Children with history of seizures (that may or may not be associated with fever).

4.4	Special warnings and precautions for use
If the skin inflammation worsens (increase of reddening, swelling or pain) or if the general condition deteriorates, or if the symptoms have not improved after 3 days, a doctor should be consulted.

Contact of Ilon with the eyes needs to be avoided.

Ilon is not suitable for the treatment on the mucosa, open wounds or skin rashes.
After use of the ointment the hands should be thoroughly washed.



Paediatric population
The use in children under 6 years of age has not been established due to lack of adequate data.
The use in children under 30 months of age or in children with a history of seizures (that may or may not be associated with fever) is contraindicated (see section 4.3).

Ilon contains butylhydroxytoluene (E321)
Butylhydroxytoluene (E321) may cause local skin reactions (e.g. contact dermatitis), or irritations to the eyes and mucous membranes.

4.5	Interaction with other medicinal products and other forms of interaction
No interaction studies have been performed.
No drug interactions have been reported.

4.6	Fertility, pregnancy and lactation

Pregnancy
There are no or limited amount of data available from the use of Ilon in pregnant women. Animal studies are insufficient with respect to reproductive toxicity (see section 5.3). 
The use of Ilon is not recommended during pregnancy.

Breastfeeding
It is unknown whether components of the medicinally active ingredients or their metabolites pass into breast milk.
A risk to the suckling child cannot be excluded. Therefore, the use of Ilon is not recommended during breastfeeding.

Fertility
Studies on the effects on fertility have not been performed. 

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
Local allergic skin reactions (e.g. contact dermatitis) and systemic allergic reactions may occur that dissolve after cessation of treatment. The frequency of such reactions is not known (cannot be estimated on the basis of the available data).

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via:

Lægemiddelstyrelsen
Axel Heides Gade 1
DK-2300 København S
Website: www.meldenbivirkning.dk

4.9	Overdose
No case of overdose has been reported.

4.10	Legal status
HF


5.	PHARMACOLOGICAL PROPERTIES

5.1	Pharmacodynamic properties	
Ilon is a traditional herbal medicinal product.
Pharmacotherapeutic Group: Dermatologicals / Other antiseptics and disinfectants. 

ATC Code: D08AX

5.2	Pharmacokinetic properties
Pharmacokinetic studies have not been performed and are not required as per Article 16c(1)(a)(iii) of Directive 2001/83/EC as amended.

5.3	Preclinical safety data
Preclinical data are incomplete and therefore of limited informative value. 
Based on the long-standing clinical use there is a sufficiently established safety of the usage in the given posology in humans. 

The genotoxicity potential of Ilon was investigated in an in vitro mutagenicity study (Ames test) and revealed no mutagenic activity.

Tests on reproductive toxicity and carcinogenicity have not been performed. 


6.	PHARMACEUTICAL PARTICULARS

6.1	List of excipients
Paraffin white soft, beeswax yellow, stearic acid 50, oleic acid, polysorbate 20, rosemary oil, thyme oil thymol type, thymol, chlorophyll-copper-complex (E141), butylhydroxytoluene (E321, contained in turpentine oil).

6.2	Incompatibilities
Not applicable.

6.3	Shelf life
3 years

Shelf life after first opening the container: 6 months.

6.4	Special precautions for storage
There are no special storage conditions for the unopened medicinal product.
Do not store above 25 °C after first opening the container.

6.5	Nature and contents of container
Ilon is a light-green, transparent, homogeneous ointment.

Coated aluminium tubes with HDPE screw cap with 25 g, 50 g and 100 g ointment. 

Not all pack sizes may be marketed.

6.6	Special precautions for disposal and other handling
No special requirements for disposal.

7.	REGISTRATION HOLDER
Cesra Arzneimittel GmbH & Co. KG
Flugstrasse 11
76532 Baden-Baden
Tyskland

8.	REGISTRATION NUMBER(S)
70656

9.	DATE OF FIRST REGISTRATION
18 September 2026

10.	DATE OF REVISION OF THE TEXT
-
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