Hexacidal

Antiseptic Foaming Solution
REVAPHARMA

Composition:

Each 100 ml of Hexacidal Foaming Solution contains Hexamidine
Di Isethionate 0.1 g ,Chlorhexidine Digluconate (20% solution w/v)
= 0.5 ml, Chlorocresol 0.3 g.

Pharmacological Classification:

Topical antiseptics.

Intended Use (Common Use of the Drug):

Skin antiseptic in case of bacterial infections and prevention of the
risk of secondary infections.

Mechanism of Action:

- chlorhexidine, a cationic antiseptic from the biguanide family.

- hexamidine, a cationic antiseptic from the diamidine group.

- chlorocresol from the halophenol family.

- Low activity antiseptic, non-bactericidal bacteriostatic.
Pharmacokinetics:

- No formal pharmacokinetic studies have been performed with
Hexacidal.

- Chlorhexidine Digluconate: Due to its cationic nature chlorhex-
idine binds strongly to the skin and has been shown to be very
poorly absorbed through the skin.

- Hexamidine Di Isethionate: Transcutaneous absorption of hexam-
idine through healthy skin is very slow.

- Chlorocresol: No data are available in humans. The literature
shows that the permeability of the human epidermis to many pheno-
lic compounds can be related to octanol/water partition coefficients.
- Under the recommended conditions of use of Hexacidal, no or
limited absorption of chlorocresol is expected.

- Penetration of active substances into the skin is low when the
therapeutic dosage is respected.

Indications:

Use this medicine exactly as described in this leaflet or as directed
by your doctor or pharmacist, consult your doctor if you are not
sure.

Hexacidal is indicated in premature babies, newborns, infants,
children, adolescents and adults for the cleansing of skin and mucous
membrane conditions that are primarily bacterial or likely to become
superinfected.

Contraindications:

- This medicine should not be used if you are hypersensitive to the
active substance or any of the excipients.

- This medicine should not be used to antisepsis of healthy skin
before surgery.

- This medicine should not be used operative and antisepsis of

puncture, injection or transfusion areas of or the disinfection of
medical-surgical equipment.

- This product should not come into contact with the eye, brain

and meninges, nor should it enter the ear canal in case of tympanic
perforation.

Side Effects:

- Like all medicines, this one can cause side effects, although not
everyone experiences them.

- Contact eczema (risk of local allergy to chlorhexidine, particularly
if used on damaged skin, mucous membranes or ulcers on the legs).
Contact eczema can aggravate a superinfected lesion.

- Eye irritation: in case of accidental exposure.

- Cases of severe corneal erosion and permanent significant visual
impairment due to accidental ocular exposure have been reported,
leading to the need for corneal transplantation in some patients.

- Local intolerance reactions: pain, itching, burning sensation in the
skin, dry skin, redness, especially in the event of repeated use.

- Inform your doctor or pharmacist if you experience any side
effects not listed in this leaflet.

Warnings & Precautions:

- In the absence of data on transcutaneous resorption, the risk of
systemic effects cannot be excluded. They are increased by repeated
applications and are all the more likely when the antiseptic is used
on a large surface, under an occlusive dressing, on damaged skin
(especially burns), a mucous membrane, the skin of a premature
baby or infant (due to the surface/weight ratio and the occlusion
effect of diapers at the seat).

- As with all detergent substances, rinse the treated area thoroughly
after use.

- Hexacidal should not come into contact with the eyes.

- When applying, extreme caution should be exercised to ensure
that Hexacidal is confined to the intended application site.

- If Hexacidal comes into contact with the eyes, rinse promptly and
thoroughly with water. An ophthalmologist should be consulted.
Drug and Food Interactions:

- Tell your doctor or pharmacist if you are using, have recently used
or might use any other drugs, and for how long you will be using
the drug.

- No interaction studies have been performed.

- In particular, do not use at the same time as ordinary soap.
Pregnancy & Lactation & Fertility:

Pregnancy: There are no data from the use of the combination of hex-
amidine Di Isethionate, Chlorhexidine Digluconate and Chlorocresol in
pregnant women.

As a precautionary measure, it is preferable to avoid the use of Hexacid-
al during pregnancy.

Lactation: No effects on the breast-fed newborn/infant are expected

since excretion of the active substances in Hexacidal into breast
milk is negligible.

Hexacidal can be used during breastfeeding. As a precaution, it is
recommended not to apply Hexacidal to the breasts during breast-
feeding.

Fertility: Animal studies have not shown any effect of Hexacidal on
fertility under normal conditions of use.

Effects on ability to drive and use machines:

Hexacidal has no or negligible influence on the ability to drive and
use machines.

Method of use:

- Use this drug exactly as your doctor or pharmacist has prescribed
it. Ask your doctor if you are not sure.

- Apply once or twice daily for 7 to 10 days.

- This product is used like a liquid soap for external use: pure, or
diluted 1/10 with water.

- Treated areas should always be rinsed thoroughly with water after
use.

- Undiluted: Hexacidal is used pure as a dab on small lesions. Apply
then rinse thoroughly with water.

- Diluted: Hexacidal is used diluted in the shower, for washing or
soaking like a liquid

soap, on infected skin lesions. Then rinse thoroughly with water.

- The diluted solution should not be stored but should be used
immediately.

- Inform your doctor or pharmacist if you forget to apply the Solu-
tion and before stopping its use.

Overdoses and Toxicity and methods of treatment:

Symptoms: No cases of overdose have been reported.
Management: In case of accidental ingestion, do not perform gastric
lavage (foaming product).

General supportive measures should be instituted as deemed neces-
sary by the physician.

Physical Properties:

Clear to yellow, viscous, foamy solution.

Storage Conditions:

Store at a temperature below 25" C.

Keep out of reach of children.

Packaging:

Each Hexacidal Carton box Contains plastic bottle 150 or 200 or
250 ml.
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